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The last twenty years have seen a sea-change in the area of proving causation in
the toxic tort setting, with courts demanding stronger, scientifically tested evi-
dence. At the same time, a closely related debate has been raging about separat-
ing cause from coincidence under the National Childhood Vaccine Injury Act
compensation program for injuries that might have been the result of vaccina-
tions. The Vaccine Act created a no-fault compensation fund financed by a tax on
childhood vaccines to address harms resulting from those vaccines. Unfortu-
nately, Congress gave little direction with regard to the level of causal certainty
that would be required under the program in the initial legislation, assuming
that better science would be developed on vaccine causation. The science has
not developed as anticipated, mostly because vaccine side effects are so low that
they are hard to study. The Department of Health & Human Services, intimately
involved in the program, takes the position that causal proof must be backed by
“hard science” under the program. The Federal Circuit, the federal court
charged with overseeing the program, has gradually relaxed the sufficiency
standard for causal proof. This Article argues that the Federal Circuit, while
implementing a program with different policy goals and not constrained by toxic
tort law, has gone too far under the Act as written, but that the logic of its
decisions should cause Congress to amend the Act to conform to the more re-
laxed causation standard.

I. INTRODUCTION

Much ink has been spilled about what level of certainty should be re-
quired for proving toxic tort causation.! Much less has been devoted to a
closely related debate raging in the administrative dispute context. For the
last twenty years, the difficulty of separating cause from coincidence has
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plagued thousands of claimants’ right to recover under the National Child-
hood Vaccine Injury Act of 1986 (“Vaccine Act” or “NCVIA”)? for injuries
that might have been the result of vaccinations. Driven by different policy
concerns, the courts reviewing those claims have deviated from traditional
tort standards to lower the amount of evidence necessary to prove causation.
This Article concludes that they have gone too far under the Act as written,
but that the logic of their decisions should spur Congress to amend the Act
to conform with the courts’ articulation of the causation requirement.

The Vaccine Act created a no-fault compensation fund financed by a
tax on childhood vaccines to address harms resulting from those vaccines.?
In creating this Vaccine Fund, Congress recognized that “[w]hile most of
the Nation’s children enjoy great benefit from immunization programs, a
small but significant number have been gravely injured.”* Congress found
that the state common law tort system had not provided effective redress
“because it resulted in lengthy delays, high transaction costs, and sometimes
no recovery.” Congress was also acutely aware that the threat of tort claims
caused vaccine manufacturers to consider abandoning the creation of vac-
cines altogether.® Responding to these concerns, the federal no-fault com-
pensation system, which claimants must exhaust before seeking redress in
court, was intended to compensate vaccine-injured individuals “quickly,
easily, and with certainty and generosity.”” With special masters appointed
by the Court of Federal Claims serving as the initial decisionmakers, the
vaccine courts have confronted diverse claims, including that a preservative
in vaccines causes autism,® that a causal link exists between vaccines and
demyelinating disorders,’ and that there is a connection between vaccines

2 National Childhood Vaccine Injury Act of 1986, 42 U.S.C. § 300aa-1 to -34 (2006).

3 See id. § 300aa-11(c); Vaccine Injury Compensation Trust Fund, L.R.C. § 9510 (2006).

*H.R. Rep. No. 99-908, at 4 (1986), reprinted in 1986 U.S.C.C.A.N. 6344, 6345.

5 Lowry v. Sec’y of Health and Human Servs., 189 F.3d 1378, 1381 (Fed. Cir. 1999); see
H.R. Rep. No. 99-908, at 6, reprinted in 1986 U.S.C.C.A.N. at 6347 (noting that tort system
was inadequate to compensate victims whose “futures [had] been destroyed” by a vaccine
related injury).

¢ See H.R. Rep. No. 99-908, at 6, reprinted in 1986 U.S.C.C.A.N. at 6347.

"H.R. Rep. No. 99-908, at 3, reprinted in 1986 U.S.C.C.AN. at 6344; see also
Bruesewitz v. Wyeth LLC, 131 S. Ct. 1068, 1073 (2011) (“The Act establishes a no-fault
compensation program ‘designed to work faster and with greater ease than the civil tort sys-
tem.””) (quoting Shalala v. Whitecotton, 514 U.S. 268, 269 (1995).

8 See Cedillo v. Sec’y of Health & Human Servs., No. 98-916V, 2009 WL 331968 (Fed.
ClL. 2009); Snyder v. Sec’y of Health & Human Servs., No. 01-162V, 2009 WL 332044 (Fed.
Cl. 2009); Hazelhurst v. Sec’y of Health & Human Servs., No. 03-654V, 2009 WL 332306
(Fed. CI. 2009).

 See Whitney S. Waldenberg & Sarah E. Wallace, Empirical Study, When Science is Si-
lent: Examining Compensation of Vaccine-Related Injuries When Scientific Evidence of Cau-
sation is Inconclusive, 42 WAKE Forest L. Rev. 303 (2007) (describing claims brought under
the program for demyelinating disorders). Demyelinating diseases are conditions resulting in
damage to the myelin sheath, which protects the nerves in the brain and spinal cord. See id. at
311-15.
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and Sudden Infant Death Syndrome (“SIDS”)."® Proponents of the system
advocate its further use to address the risks of bioterrorism vaccines,!' to
encourage manufacturers to produce vaccines against flus that threaten to
become pandemics,'? and to serve as a model for resolving claims in the
medical malpractice area.'* The program may also serve as a model for the
vaccine compensation program being considered by Canada.'#

The central problem in the Vaccine Act system is defining a compensa-
ble harm. A claimant can present a claim under the no-fault scheme in one of
two ways: as a “Table” claim or an “off-Table” claim. The Vaccine Injury
Table is a statutorily created list of vaccines, adverse effects associated with
those vaccines, and time limits for raising claims related to a listed vaccine,
which can be amended through a complex regulatory and legislative process
headed by the Department of Health and Human Services (“HHS”) and in-
formed by the scientific community.” An injury that falls under the Table
framework receives a presumption of proven causation.'® Claimants whose
injuries do not meet these criteria may bring an off-Table claim by proving
that the injury was caused by the vaccine.'” HHS acts as the respondent to
both Table and off-Table claims.!®

How off-Table claims are resolved has huge consequences for the
claimants and the fund. Although Congress intended the Table to be the cen-
terpiece of the program, the number of off-Table claims has come to far
surpass the number of Table claims."” They now likely account for 90% of

10 See RicHARD GOLDBERG, CAUSATION AND RISk IN THE LAw OF ToRTS: SCIENTIFIC EvI-
DENCE AND MEDICINAL PrODUCT LiaBILITY 164 (1999) (describing numbers of cases dealing
with diphtheria, pertussis, and tetanus vaccines and Sudden Infant Death Syndrome).

' Joanna B. Apolinsky & Jeffrey A. Van Detta, Rethinking Liability for Vaccine Injury, 19
CornELL J.L. & Pus. PoL’y 537, 545 (2009) (arguing that with biological threats to the public
“comes the age-old question of the risks posed by vaccines and how the risks ought to [be]
distributed among the public, individuals, manufacturers, and governments”); see Michael
Greenberger, The 800 Pound Gorilla Sleeps: The Federal Government’s Lackadaisical Liabil-
ity and Compensation Policies in the Context of Pre-event Vaccine Immunization Programs, 8
J. HEaLTH CARE L. & PoL’y 7 (2005) (HINI pandemic compensation proposal).

12 Andrew Pollack, Lessons From a Plague That Wasn’t, N.Y. Times, Oct. 23, 2005, at C5
(comparing the 1976 swine flu scare and the threatened 2005 avian bird flu pandemic).

13 See PAauL C. WEILER ET AL., A MEASURE OF MALPRACTICE: MEDICAL INJURY, MAL-
PRACTICE LITIGATION, AND PATIENT COMPENSATION 145-51 (1993) (Harvard Medical Practice
Study Group description of a no-fault medical injury insurance plan); David M. Studdert &
Troyen A. Brennan, Toward a Workable Model of “No Fault” Compensation for Medical In-
jury in the United States, 27 Am. J.L. & MED. 225, 229 (2001) (citing vaccine compensation
program as a model over tort litigation).

!4 See Program, Ninth Canadian Immunization Conference: Immunization: A Global
Challenge for the 21st Century, 14 (Dec. 6, 2010), http://www.phac-aspc.gc.ca/cnic-ccni/2010/
pdf/CIRID%20Prelim%20program%20ENG%20FINAL%200622.pdf (early discussions re-
garding a national no-fault compensation program for vaccine related injuries in Canada, and
discussing United States program).

15 See infra notes 71-78 and accompanying text.

16 See infra notes 79-80 and accompanying text.

742 U.S.C. § 300aa-11(c)(1)(C)(ii) (2006).

8 Id. § 300aa-12(b)(1) (2006).

19 See U.S. Gov't AccounTaBILITY OFFICE, GAO/HEHS-00-8, VacciNE INJURY COMPEN-
SATION: PROGRAM CHALLENGED TO SETTLE CLAIMS QUICKLY AND EasiLy 1 (1999); Katherine
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all claims,? and off-Table claimants have received billions of dollars in
compensation.?!

With off-Table claims, the critical question—and the focus of this Arti-
cle—is defining the level of proof sufficient to show causation. The Vaccine
Act itself does not supply a standard, nor has precedent under the Act clari-
fied the issue. The primary question is whether the program should, or could,
require the same sufficiency of evidence standard used in the common law
tort context and still promote the goals of the program. Striking the appropri-
ate balance on the causation issue is critical because requiring too high a
standard would leave worthy victims uncompensated and potentially
threaten the vaccine manufacturing market, while too low a standard could
open the floodgates to unworthy claims and suggest to the public that vac-
cines present risks that outweigh their benefits.

Three entities can control the sufficiency of causal proof required in
off-Table claims: (1) Congress, in its ability to amend the statute; (2) HHS,
indirectly in its ability to amend the Table;?? and (3) the Federal Circuit, in its
interpretation of the Act and oversight of implementation of the program.
The latter two entities have been at odds in defining the primary goals of the
program and, consequently, the level of certainty required to prove causa-
tion. Congress, through inaction, has not resolved the debate.?

Congress provided little guidance on the sufficiency of causal proof
question in the initial legislation, although legislative history suggests that
Congress assumed that better evidence regarding harms caused by vaccines
would develop over time.?* Congress apparently expected that as evidence
developed HHS would expand the Table to list additional combinations of
injuries and vaccines, and the need for off-Table claims would be reduced or
eliminated. Congress’s assumptions have not been realized, however, be-
cause the science has not developed as anticipated—mostly because vaccine
side effects are so rare that they are hard to study. Congress has considered
the causal proof issue in three oversight hearings since the enactment of the
Act but has not amended the Act to clarify the causation requirement.?

E. Strong, Note, Proving Causation Under the Vaccine Injury Act: A New Approach for a New
Day, 75 Geo. WasH. L. Rev. 426, 444-45 (2007) (describing shift from Table claims to oft-
Table claims).

20 See Stevens v. Sec’y of Health & Human Servs., 2001 WL 387418, at *8 (Fed. Cl. Mar.
30, 2001); Strong, supra note 19, at 445-48 (explaining that due to changes in the Vaccine
Injury Table, 90% of claims are now off-Table claims).

2! National Vaccine Injury Compensation Program: Statistics Reports, HEALTH RES. AND
Servs. ApmiN., U.S. Dep’t orF HEALTH & HumAN SERvs., http://www.hrsa.gov/vaccinecom-
pensation/statistics_report.htm (last visited Feb. 20, 2011).

22 HHS can also affect the sufficiency of causal proof in approving settlements of claims
in its capacity as respondent to petitions filed under the program. See 42 U.S.C. § 300aa-
12(b)(1) (naming Secretary of HHS as respondent).

2 See infra notes 7678 and accompanying text (describing HHS position); infra notes
340428 and accompanying text (describing Federal Circuit jurisprudence); infra notes
134-150 and accompanying text (describing congressional inaction).

2+ See infra notes 112-113 and accompanying text.

5 See infra notes 134-150 and accompanying text.
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HHS has amended the Table over time, but instead of expanding it,
HHS has generally made it more restrictive.? HHS maintains that its Table
amendments are closely tied to the views of the scientific community, plac-
ing “hard science” and protection of the integrity of vaccines over other
policy concerns.?

The increased frequency of these claims, combined with Congress’s
lack of direction regarding their resolution, have left the special masters and
courts in charge of implementing the program to struggle with the suffi-
ciency of evidence question and how much to be influenced by traditional
tort law.2® The Federal Circuit, in interpreting the sufficiency of evidence for
causal proof in off-Table claims, has leaned toward lower sufficiency stan-
dards, thereby increasing the pool of claimants compensated under the pro-
gram and reducing the potential number of claimants who could later seek
redress in court.?

In the broadest terms, the substantive elements demanded in a common
law toxic tort case and in an off-Table claim are comparable.’® Although the
language defining the respective causal tests varies, both systems require the
claimant to prove general causation (the fact that the toxin or vaccine can
cause the injury) and specific causation (the fact that the toxin or vaccine
caused the particular claimant’s injury). Both systems nominally require
claimants to prove causation by a preponderance of the evidence.

However, the Vaccine Fund system, as judicially applied, frequently
collapses the two inquiries and accepts a lesser quantity and quality of evi-
dence as meeting the preponderance standard. In a traditional toxic tort case,
if an expert witness merely makes an educated guess (without supportive
empirical data) either that a substance can cause an illness, or that it did
cause illness in an individual, the legal system’s response frequently would
be to rule against the claimant.?' The same may not be true under the vaccine
compensation program.

Although claims brought under the Table enjoy a relaxed burden of
proof on causation on the theory that the Table reflects the causal effects and

26 See infra note 74 and accompanying text.

27 See infra notes 7677 and accompanying text.

28 See The National Vaccine Injury Program: Is it Working as Congress Intended? Hear-
ings Before the H. Comm. on Gov’t Reform, 107th Cong. 138 (2001) [hereinafter 200! Hear-
ing] (statement of Rep. Burton (R-Ind.)); Div. oF VacciNe INnyury Cowmp., U.S. DEPT OF
HeaLtH & HuMAN SERVS., NATIONAL VACCINE INJURY COMPENSATION PROGRAM STRATEGIC
PrLan 1 (2006), ftp:/ftp.hrsa.gov/vaccinecompensation/strategic_Plan_20060411.pdf (noting
the “dramatic shift” from “nearly all” Table claims to a majority non-Table claims, which
“raises questions as to how the current causation standard is applied to VICP claims”).

2 See infra Part IV.

3 Toxic torts are a subset of tort cases that are a close analog to vaccine injury claims
because they involve exposures to agents, such as pharmaceutical drugs or chemicals, which
cause physical injury. See infra note 159.

31 See Margaret A. Berger & Lawrence M. Solan, A Cross-Disciplinary Look at Scientific
Truth: What’s the Law to Do? The Uneasy Relationship Between Science and Law: An Essay
and Introduction, 73 Brook. L. REv. 847, 851 (2008).
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time frames of onset recognized by the scientific community,*? controversy
remains over whether the lax standard should be applied to off-Table claims
as well. Until the overriding objective of the vaccine program is clarified,
the appropriate level for sufficiency of causal proof cannot be determined. Is
the principal objective to ensure adequate vaccine supplies by minimizing
liability against manufacturers and administrators? If so, that would mitigate
in favor of a laxer sufficiency standard. Or, is the Act’s primary objective to
encourage widespread vaccination of the population by ensuring that vac-
cines are not incorrectly blamed for causing injury? If that is the case, it
would argue in favor of a more stringent standard. Even assuming that the
policies suggested by the vaccine program’s legislative history support a
lowered level of sufficiency for meeting the preponderance standard in off-
Table cases, the special masters as well as the federal courts have reached
inconsistent conclusions about how low that level should be. Similarly, the
special masters and the federal courts have been inconsistent on the issue of
who bears the burden of proving or eliminating alternative causes—the
claimant or the respondent.?

This Article advocates an approach to resolving the issues that have
permeated off-Table claims. The proposed model would require Congress to
amend the Vaccine Act to remove the concept of “causation” that has so
beguiled the courts and replace it with an intermediate proof standard such
as “association.” This change would relax the tort law implications of causal
proof and shift the risk of scientific uncertainty to the respondent (or the
Vaccine Fund) to a greater degree than is found in the common law tort
system. Under this model, petitioners would need to demonstrate two ele-
ments of association: (1) the theoretical capacity of the vaccine to cause this
type of injury; and (2) proof that the vaccine should be associated with the
harm of which the petitioner complains.

To meet the first element, a petitioner would need to demonstrate that
such a link is theoretically or biologically possible with sound scientific evi-
dence. Petitioners would also be obligated to demonstrate that an association
between the vaccine and the alleged harm has not been ruled out by the
scientific or medical community. Although this is similar to the test cur-
rently used by the Federal Circuit, it clarifies that petitioners do not have to
affirmatively demonstrate beyond a preponderance of the evidence that the
scientific community has recognized a general causal link to the injury. If
the petitioner could meet this prima facie test and it was not refuted by the
respondent, then the petitioner would need to demonstrate that it is appropri-
ate to link the vaccine to this particular petitioner’s harm. Under this second
prong of the inquiry, the petitioner would need to demonstrate that the tim-
ing of the injury’s onset was consistent with a link to the vaccine and that the
elapsed time between vaccination and the onset was within a period of time

32 See infra notes 71-79 and accompanying text.
33 See infra notes 402-428 and accompanying text.
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that is biologically sufficient and has not been ruled out by the scientific or
medical community. The petitioner would also need to demonstrate that he
or she had no pre-existing medical history of the disease at issue.

Once the petitioner met these two elements, the burden would shift to
the respondent to prove by a preponderance of the evidence that a factor
unrelated to the vaccine is more likely associated with the injury. If the re-
spondent could not meet this burden, the petitioner would be entitled to com-
pensation from the Vaccine Fund.

Although this model lowers the sufficiency of evidence standard such
that experts would not have to demonstrate a theory of causation that has
survived rigorous testing, petitioners would still need to rely on sound scien-
tific evidence to the extent it is available. This standard is discussed more
fully below.

Some background is necessary to put this proposed model in context.
Part II of this Article describes the program established by the Vaccine Act
and reviews the legislative history. It concludes that in adding the off-Table
option late in the process, Congress provided little guidance for its imple-
mentation and assumed that the need for off-Table claims would be reduced
or eliminated as the science on vaccine injuries improved. Part III reviews
the standards for proving causation in toxic tort cases brought in the tradi-
tional common law tort setting, which have grown more demanding over
time, while Part IV explores the causation principles that have been devel-
oped under the Vaccine Act by the special masters and the federal courts,
which have grown more lax. Part V examines different potential approaches
to off-Table claims. It concludes that although it is appropriate to relax the
sufficiency standard for causal proof, the vaccine courts have gone beyond
the bounds of the Act. The Article concludes with a proposed model for
legislative reform in more detail.

II. TaeE NaTiONAL CHILDHOOD VACCINE INJURY AcT OF 1986

A. Background

The use of vaccines designed to prevent childhood diseases became
widespread in the twentieth century.’* Despite the tremendous health bene-
fits of vaccinations, a small percentage of patients suffer a variety of ail-
ments, ranging from minor fever to anaphylactic shock and, in some cases,
death.’> Concluding that the public health benefits from vaccination far out-
weigh these risks, all fifty states and the District of Columbia require chil-

3 See Elizabeth C. Scott, The National Childhood Vaccine Injury Act Turns Fifteen, 56
Foop & Druc L.J. 351, 351 (2001).

35 See H.R. Rep. No. 99-908, at 4 (1986), reprinted in 1986 U.S.C.C.A.N. 6344, 6345;
Scott, supra note 34, at 353 (discussing risks of harm from vaccines).



350 Harvard Journal on Legislation [Vol. 48

dren to receive certain vaccines before entering school.’® Because of the
overwhelming success of vaccines in reducing the incidence of preventable
childhood diseases, public health experts view the immunization program as
one of the most effective health intervention programs ever implemented.?’

With the increased use of vaccines, the relationship between the federal
government and individuals who have been injured by the recommended
vaccines has changed significantly. Originally, plaintiffs who claimed injury
as a result of a vaccine designed to prevent childhood diseases relied solely
on the common law tort system for compensation.’® This system proved un-
satisfactory to both plaintiffs and defendant manufacturers, however. For the
plaintiffs, redress under the traditional tort system was “limited, time-con-
suming, expensive, and often unanswered.”* Nonetheless, vaccine manufac-
turers began to feel the impact of the expansion of the doctrine of strict
liability in the 1960s and 1970s.# Although vaccine claims often fell under
the protection of the Restatement (Second) of Torts, which created an excep-
tion from strict liability for “unavoidably unsafe” products whose benefits
to the public outweighed their harms,* the Fifth Circuit in Reyes v. Wyeth
Laboratories held polio vaccine manufacturers strictly liable for failing to

36 See Theodore H. Davis, Jr. & Catherine B. Bowman, No-Fault Compensation for Una-
voidable Injuries: Evaluating the National Childhood Vaccine Injury Compensation Program,
16 U. Dayton L. Rev. 277, 280 & n.21 (1991). All the states have exemptions for medical
reasons, and virtually all allow exemptions for religious reasons. See, e.g., Timothy J. Aspin-
wall, Religious Exemptions to Childhood Immunization Statutes: Reaching for a More Optimal
Balance Between Religious Freedom and Public Health, 29 Loy. U. Cur. L.J. 109 (1997); K.
Shaw, C. Stanwyck & M. McCauley, Vaccination Coverage Among Children Entering School
—United States, 2002-03 School Year, 52 CDC MoRBIDITY AND MORTALITY WKLY. REP. 791,
791-93 (2003), available at http://www.cdc.gov/mmwr/preview/mmwrhtml/mm5233a3.htm
(state laws requiring vaccination of school children associated with elimination of many vac-
cine-preventable diseases in that setting); State Vaccination Requirements, CTRs. FOR DISEASE
ConTrROL AND PREVENTION, U.S. DEP'T OF HEALTH & HUMAN SERVS., http://www.cdc.gov/
vaccines/vac-gen/laws/state-reqs.htm (last modified June 7, 2010) (listing state immunization
requirements for school entry).

37 See H.R. Rep. No. 99-908, at 4, reprinted in 1986 U.S.C.C.A.N. at 6345 (“Vaccination
of children against deadly, disabling, but preventable infectious diseases has been one of the
most spectacularly effective public health initiatives this country has ever undertaken.”); Les-
lie K. Ball et al., Risky Business: Challenges in Vaccine Risk Communication, 101 PEDIATRICS
453, 453 (1998) (finding that the vaccine immunization program is one of “the single most
effective [means of] health intervention”); Walter A. Orenstein et al., Immunizations in the
United States: Success, Structure and Stress, 24 HEALTH AFF. 599, 599-60 (May/June 2005)
(“Few measures in preventive medicine can compare with the impact of vaccines.”).

3 H.R. Rep. No. 99-908, at 6, reprinted in 1986 U.S.C.C.A.N. at 6347. See generally
Henson, Comment, Inoculated Against Recovery: A Comparative Analysis of Vaccine Injury
Compensation in the United States and Britain, 15 Tursa J. Comp. & INTL L. 61, 69-73
(2007) (describing traditional tort remedies before passage of the Act).

¥ H.R. Rep. No. 99-908, at 6, reprinted in 1986 U.S.C.C.AN. 6344, 6347 (describing
difficulties plaintiffs had in succeeding on claims).

40 See, e.g., Davis v. Wyeth Labs., Inc., 399 F.2d 121 (9th Cir. 1968) (manufacturer of
polio vaccine strictly liable in tort).

4l RESTATEMENT (SECOND) OF TorTs § 402A cmt. k (1965).



2011] The Plague of Causation 351

provide product warnings directly to vaccinees.*> The Reyes decision sent
shock waves through the pharmaceutical community.*

The tension concerning liability for vaccine injury came to a head in
1976, when a soldier died from influenza at Fort Dix, New Jersey.* Because
public health officials feared his death was caused by a strain of influenza
similar to the strain present in the pandemic of 1918, in which twenty mil-
lion people died worldwide,” they encouraged the federal government to
start mass immunization against influenza.* Congress responded by author-
izing the procurement of 200 million batches of flu vaccine for a mass inoc-
ulation program in April 1976.#” Government officials assumed that they
would have no difficulty procuring the needed vaccine from manufacturers.*
Yet insurers declared that they would end coverage for all vaccine manufac-
turers as of June 30, 1976, in large part in response to the Reyes decision,®
and vaccine manufacturers balked at providing the needed vaccine without
some form of liability protection.*

Congress responded quickly by passing the National Swine Flu Immu-
nization Program (“Swine Flu Act”) in August 1976.>' Most significantly,
the Swine Flu Act transferred liability from the vaccine manufacturers to the
federal government for any injuries that resulted from the swine flu vac-
cines, creating a federally funded compensation fund for victims.>> The Act
did not create an alternative dispute scheme for resolving swine flu cases—it
left the resolution of those cases to the court system.>

Between October 1, 1976 and December 16, 1976, over 45 million peo-
ple were vaccinated.”* The government halted the program abruptly on De-
cember 16, 1976, when it became clear that the flu pandemic seemed
unlikely to develop and suspicions arose that the vaccine caused a rare side

42498 F.2d 1264, 1295 (5th Cir. 1974), cert. denied, 419 U.S. 1096 (1974) (oral polio
vaccine).

43 Greenberger, supra note 11, at 11.

4 Lainie Rutkow et al., Balancing Consumer and Industry Interests in Public Health: The
National Vaccine Injury Compensation Program and Its Influence During the Last Two De-
cades, 111 PEnN. StT. L. REv. 681, 682 (2007).

4 Greenberger, supra note 11, at 11.

46 Rutkow et al., supra note 44, at 682 n.8.

47 Greenberger, supra note 11, at 11 n.28.

48 Rutkow et al., supra note 44, at 682.

4 Greenberger, supra note 11, at 11; see also In re Swine Flu Immunization Prods. Liab.,
495 F. Supp. 1188, 1190 (D. Colo. 1980) (describing collapse of the commercial liability
insurance market for manufacturers of swine flu vaccine in part because of Reyes).

30 Rutkow et al., supra note 44, at 682.

5! National Swine Flu Immunization Program of 1976, Pub. L. No. 94-380, 90 Stat. 1113
(codified as amended at 42 U.S.C.A. § 247b (West, Westlaw through P.L. 112-3 approved
Dec. 17, 2010)).

32 National Swine Flu Immunization Program § 2, 90 Stat. at 1114-15; InsT. OF MED.,
VaccINE SuPPLY AND INNovATION 93 (1985), available at http://www.nap.edu/openbook.php?
record_id=599&page=93.

33 Greenberger, supra note 11, at 12.

S Id. at 13.



352 Harvard Journal on Legislation [Vol. 48

effect, Guillain-Barre syndrome.* Many lawsuits ensued, and the federal
government became embroiled in an expensive campaign to defend the
claims, eventually paying out over $90 million.’® Given the large number of
compensation payments stemming from a vaccine program created to react
to a pandemic that never transpired, the swine flu vaccine compensation pro-
gram is generally considered a failure.”’

The early 1980s also saw an increase in other vaccine tort litigation,
partly because claimants began to argue that injuries previously unconnected
to childhood vaccines were, in fact, caused by those vaccines.”® One manu-
facturer even stopped producing vaccines temporarily in 1984, and others
threatened to follow suit.® This threat led to fears in Congress about the
possibility of a shortage in vaccines and a consequent decline in the number
of children vaccinated.®' But Congress did not want to respond to these fears
by replicating the Swine Flu Act, with all of the litigation it entailed.®?> In-
stead, Congress created a no-fault, streamlined alternative compensation sys-
tem to compensate families of victims injured by childhood vaccines, funded
solely by an excise tax on each recommended childhood vaccine.®® Thus, the
Vaccine Act was born from a need to achieve a delicate balance—to support
a particular industry by protecting it from civil liability** while ensuring that
victims would receive compensation in an expeditious manner.

B.  Compensation Scheme
Congress intended the Vaccine Act’s no-fault compensation system, ad-

ministered by special masters appointed by federal judges,* to act as a less
burdensome alternative for both claimants and manufacturers. Claimants

35 Rutkow et al., supra note 44, at 682-83.

36 Greenberger, supra note 11, at 13.

57 Sharon L. Begley, The Failure of the 1976 Swine Influenza Immunization Program, 50
YALE J. BioLoGgy & MED. 645, 645, 655 (1977); Rutkow et al., supra note 44, at 683.

S8 H.R. Rep. No. 99-908, pt. 1, at 4 (1986), reprinted in 1986 U.S.C.C.A.N. 6344, 6345;
see also STANLEY A. PLOTKIN & WALTER A. ORENSTEIN, VAccINEs 1592 (Elsevier, 4th ed.
2004) (“[E]fforts of plaintiffs to establish common-law, strict tort liability on the part of
pharmaceutical houses . . . appeared to increase after Reyes and the swine flu episode.”).

5 H.R. Rep. No. 99-908, pt. 1, at 6, reprinted in 1986 U.S.C.C.A.N. at 6347.

% See PLOTKIN & ORENSTEIN, supra note 58, at 1594.

S'H.R. Rep. No. 99-908, pt. 1, at 7, reprinted in 1986 U.S.C.C.A.N. at 6347 (“[Tlhe
withdrawal of even a single manufacturer would present the very real possibility of vaccine
shortages, and, in turn, increasing numbers of unimmunized children, and, perhaps, a resur-
gence in preventable diseases.”).

%2 Greenberger, supra note 11, at 13.

6342 U.S.C. §§ 300aa-1 to -34 (2006).

%2001 Hearing, supra note 28, at 138 (2001) (opening statement of Rep. Dan Burton,
Chairman, House Comm. on Gov’t Reform) (“The first goal was to protect vaccine manufac-
turers from lawsuits. That’s been successful.”).

% The special masters are appointed by federal judges of the United States Federal Claims
Court and serve for a period of four years. 42 U.S.C. § 300aa-12(c)(1), (4). The special masters
are not required to have a medical or scientific background. See Apolinsky & Van Detta, supra
note 11, at 551.
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must exhaust this option before they can pursue their claims in court.®® By
eliminating the need to prove that the manufacturer was negligent in the
marketing, production, or distribution of the vaccine or that the vaccine was
defective, Congress hoped that more claimants would not later pursue the
claim in court.’” This would induce manufacturers to continue supplying
vaccines—considered critical to the public interest—by shielding them from
the costs of defending traditional tort suits, while also making it easier for
plaintiffs to recover damages by allowing them to avoid the proof require-
ments associated with traditional tort actions.

The Vaccine Act left it to the Court of Federal Claims to promulgate
case processing rules to be recommended by the special masters and guided
only by five general statutory guidelines. All of the guidelines were designed
to relax the rules of evidence, discovery, and procedure.®® While parties
could seek review of the special master’s decision by the Court of Federal
Claims, that court could set aside a special master’s findings of fact or con-
clusions of law only if “found to be arbitrary, capricious, an abuse of discre-
tion, or otherwise not in accordance with law.”® Thus, Congress intended to
spare petitioners the formal rules and time-consuming procedures of the tort
system and give broader discretion to the special masters to manage cases.”

Central to the compensation scheme is the Vaccine Injury Table, which
lists specific injuries resulting from particular childhood vaccinations that
are recognized as compensable.”’ This list also specifies time periods within
which vaccine-related injuries must manifest themselves to be recognized.”

The Act authorizes the Secretary to amend the Table as necessary,”
based on the research and findings of the Institute of Medicine (“IOM”) and
the Advisory Commission on Childhood Vaccines (“ACCV”).”* The Secre-

642 U.S.C. § 300aa-11(a)(2)(A). Claimants can accept the decision of the special master,
waiving the right to future civil litigation, or reject it and file a civil suit against the vaccine
manufacturer in state or federal court, but they do not need to appeal the special master’s
decision to the Federal Circuit before filing the common law tort claim. /d.

67 See H. R. Rep. No. 99-908, at 12, reprinted in 1986 U.S.C.C.A.N. at 6353.

%42 U.S.C. § 300aa-12(d)(2).

% Id. § 300aa-12(e)(2)(B).

70 See Apolinsky & Van Detta, supra note 11, at 578.

7142 U.S.C. § 300aa-14(a). The Table lists specific vaccines and also allows for the addi-
tion of “any new vaccines recommended by the Centers for Disease Control and Prevention
for routine administration to children” after publication of a notice of coverage by the Secre-
tary of HHS. Id.

72 Id. § 300aa-13(a)(1); id. § 300aa-14(a)(1).

3 Id. § 300aa-14(c)(3).

7 Id. § 300aa-19. The IOM is a division of the National Academies. The ACCV is com-
posed of health care professionals, legal experts, federal officials, and interested citizens. The
Commission is charged with recommending changes to the Table and advising the Secretary
“on means to obtain, compile, publish, and use credible data related to the frequency and
severity of adverse reactions associated with childhood vaccines.” Id. § 300aa-19(f)(4).

Congress requested the IOM to review the medical literature on vaccines covered by the
program administered under the Vaccine Act, and the IOM issued reports in 1991 and 1994.
See U.S. Gov't AccounTaBILITY OFFICE, supra note 19, at 1; ADVERSE EFFECTS OF PERTUSSIS
AND RUBELLA Vaccinges (Christopher P. Howson et al. eds., 1991). Based on the findings of
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tary also must amend the Table to include any childhood vaccines recom-
mended by the Centers for Disease Control (“CDC”).”> HHS maintains that
its decisions to amend the Table are “science driven.””® For example, in a
public notice announcing the final rule to a Table Amendment in 1997, HHS
stated:

The Secretary is charged with revising the Table where such revi-
sions are in keeping with scientific evidence. The goal is to have
the Table . . . reflect current scientific knowledge on the relation-
ship between certain adverse events and covered vaccines. Where
that scientific research concerning the relationship between a dis-
order and a vaccine is incomplete or nonexistent, the Secretary
believes it would be inappropriate and inconsistent with her statu-
tory responsibility to revise the table to establish a presumption
that a relationship exists.”

Despite its emphasis on science as driving its decisions, however, HHS has
been criticized for a lack of transparency when it comes to its decisionmak-
ing criteria.”

If a petitioner is able to show that his injury falls within the listed crite-
ria, then he is entitled to a rebuttable presumption of causation.” Permitting
this presumption relieves the petitioner from proving that the vaccine actu-
ally caused the injury, a substantial hurdle in a traditional product liability or
toxic tort suit.®® After the petitioner has established his prima facie case, the
respondent—the Secretary of HHS—may try to defeat the claim by, for ex-
ample, proving an alternative cause of the injury.®! The Secretary bears the

the IOM and other public policy considerations, HHS added seven injuries and removed four
others from the Table in 1995 and 1997. See U.S. Gov't AccounTABILITY OFFICE, supra note
19, at 13.

7542 U.S.C. § 300aa-14(e).

76 When the standard that IOM used to evaluate scientific evidence was challenged during
the notice-and-comment period for the 1995 amendments, the Secretary responded that the
IOM standard “had to be consistent with the standard applied throughout the science of epide-
miology, policy considerations notwithstanding.” National Vaccine Injury Compensation Pro-
gram Revision of the Vaccine Injury Table, 60 Fed. Reg. 7,678, 7,683 (Feb. 8, 1995) (codified
as amended at 42 C.F.R. pt. 100) (rejecting commentators’ argument that IOM should develop
a confidence level that is more lenient than 95 percent).

77 National Vaccine Injury Revisions and Additions to the Vaccine Injury Table-II: Final
Rule, 62 Fed. Reg. 7,685, 7,685-86 (Feb. 20, 1997) (codified as amended at 42 C.F.R. pt. 100).

8 The GAO criticized HHS because HHS “did not have a clear and transparent methodol-
ogy to demonstrate” that it consistently applied the same factors for each injury change. U.S.
Gov’t AccouNTaBILITY OFFICE, supra note 19, at 1, 3, 15. HHS responded that it is not
practical to create a formula for scientific causation because scientific and public policy con-
siderations vary on a case-by-case basis. /d. at 43. Instead, it proposed to explain each decision
on Table changes in the Federal Register. Id. at 22. Although HHS purported to rely on the
IOM reviews in amending the Table, it did not publish in the Federal Register the specific
methodology it used in reaching its conclusions. See National Vaccine Injury Revisions and
Additions to the Vaccine Injury Table-II: Final Rule, 62 Fed. Reg. at 7,685-86.

742 U.S.C. § 300aa-13(a)(1)(A).

80 See infra Part 111

8142 U.S.C. § 300aa-13(a)(1)(B).
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ultimate burden of persuasion that the vaccine did not cause the Table injury
for which compensation is sought.®? If the petitioner cannot satisfy the causa-
tion element of his claim by proving that the injury was of the type and
manifested within the time limits listed in the Vaccine Injury Table, he still
can pursue his claim as an off-Table (“non-Table” or “cause-in-fact”)
claim.®® Under this option, which will be further discussed below, the peti-
tioner must prove by a preponderance of the evidence that his injury was
“caused” by a listed vaccine.®

Once the special master reaches a decision with regard to a petition
under either track, the petitioner can either accept the decision of the special
master, waiving his right to future civil action, or he can reject it and file a
civil suit against the vaccine manufacturer in state or federal court.®® Al-
though the special master’s decision has no res judicata effect,® the Act dis-
courages the claimant from pursuing redress in court by raising the
evidentiary requirements for the claimant in civil litigation.®’

C. Proving Cause-in-Fact in Off-Table Claims
1. Statutory Language

A petition filed for an off-Table claim proceeds differently from a Table
claim in two ways. First, the Act does not create any presumption of causa-
tion in favor of the petitioner, but instead requires the petitioner to demon-
strate by a preponderance of the evidence that the vaccine actually caused
the injury.®® The Act requires an affidavit and supporting documentation®

82 Id. § 300aa-13(a)(1).

8 1d. § 300aa-11(c)(1)(C)(ii).

8 Id.; see also id. § 300aa-13(a)(1)(A).

85 Id. § 300aa-21(a); see also Bruesewitz v. Wyeth LLC, 131 S. Ct. 1068, 1100 n.23
(2011) (Sotomayor, J., dissenting) (citing records from the Department of Justice that 99.8% of
successful claimants have accepted their awards, foregoing civil actions against manufactur-
ers); Gordon Shemin, Mercury Rising: The Omnibus Autism Proceeding and What Families
Should Know Before Rushing Out of Vaccine Court, 58 Am. U. L. Rev. 459, 477 (2009) (citing
government data to suggest that very few petitioners reject a favorable judgment under the
program and file a civil action); Stephen D. Sugarman, Cases in Vaccine Court—Legal Battles
over Vaccines and Autism, 357 NEw ENG. J. MEep. 1275, 1277 (2007) (“[Flew who have been
denied compensation by the program have then sued” in court.).

8642 U.S.C. § 300aa-22(d).

87 See id. § 300aa-22(b)(2) (creating presumption in the civil lawsuit that the manufacturer
exercised due care in both the manufacture and packaging of the vaccine, as long as it com-
plied with applicable federal regulations); id. § 300aa-22(c) (barring liability based on any
failure to warn the injured party—as opposed to the vaccine administrator—of the risks associ-
ated with vaccination, which was aimed at reversing the Reyes decision); id. § 300aa-22(b)(1)
(banning application of strict tort liability based on the unavoidable adverse side effects of an
inherently dangerous product). See generally Bruesewitz, 131 S. Ct. 1068 (Act preempts all
design-defect claims for vaccine injury in civil actions against claimants). The Act also encour-
ages use of the vaccine program by awarding attorneys’ fees at the administrative level even
when the petitioning party fails to qualify for other compensation, so long as the petition was
brought “in good faith and on a reasonable basis.” 42 U.S.C. § 300aa-15(e)(1).

842 U.S.C. § 300aa-11(c)(1); id. § 300aa-13(a)(1)(A).
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that show either that a Table vaccine caused or “significantly aggravated” an
injury either not listed in the Table,” or listed in the Table but occurring
outside of the time period allowed by the Table.”" Second, a petitioner who
establishes a prima facie case is entitled to compensation as long as “factors
unrelated to the . . . vaccine” did not cause the injury.”> This broad, two-
pronged test leaves much to the discretion of the special master and raises
two significant issues: (1) how much evidence (and what kind of evidence)
the petitioner must provide to establish a prima facie case of causation in an
off-Table claim; and (2) who bears the burden of proving that factors unre-
lated to the vaccine caused the injury—the petitioner or the respondent.

The Vaccine Act itself provides little guidance on these questions. The
Act merely instructs the special master or court to consider, if contained in
the record, “all other relevant medical and scientific evidence” and “any
diagnosis, conclusion, medical judgment, or autopsy or coroner’s report . . .
regarding the nature, causation, and aggravation” of the injury, as well as
“the results of any diagnostic or evaluative test . . . and the summaries and
conclusions.”? But the Act states explicitly that “[a]ny such diagnosis, con-
clusion, judgment, test result, report, or summary shall not be binding on the
special master or court.”* Instead, the special master or court should deter-
mine the weight to give to such evidence by “consider[ing] the entire record
and the course of the injury.”® Special masters may conduct hearings and
require evidence, testimony, and the submission of such information “as
may be reasonable and necessary,” and the only discovery allowed is that
“required by the special master.”®® The Vaccine Act thus grants the special
master great control over how much weight to accord the evidence proffered
by the parties subject to review only for abuse.

Outside of this broad language, there is no statutory guidance for spe-
cial masters to follow when considering an off-Table claim. Special masters
have complained about this lack of direction,”” which can lead to inconsis-
tent results.”® Other commentators have argued that the lack of statutory di-
rection has resulted in the proceedings becoming more prolonged and closer

8 Id. § 300aa-11(c)(1).

% Id. § 300aa-11(c)(1)(C)(i)(D).

oV Id. § 300aa-11(c)(1)(C)(ii)(II).

92 Id. § 300aa-13(a)(1)(B) (providing that compensation must be granted unless there is “a
preponderance of the evidence that the illness, disability, injury condition, or death described
in the petition is due to factors unrelated to the administration of the vaccine described in the
petition”).

S Id. § 300aa-13(b)(1).

94 [d

S Id.

% Id. § 300aa-12(d)(3)(B). The special master also has the authority to appoint indepen-
dent experts, but this option is rarely exercised. Id. § 300aa-12(d)(3)(B)(iii).

97 See, e.g., Stevens v. Sec’y of Health & Human Servs., 2001 WL 387418, at *11-12
(Fed. Cl. Mar. 30, 2001).

%8 See infra Part IV.A.
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to traditional tort litigation, but with less adversarial control and fewer pro-
cedural rights for the parties.”

Given the lack of guidance in the Act itself, this Article next examines
the legislative history of the Act, concluding that the history strongly signals
Congress’s overarching goals of protecting the vaccine industry while ensur-
ing compensation to vaccine victims in an expeditious manner, but does lit-
tle to clarify Congress’s intent regarding proof of “causation” in off-Table
claims.

2. Legislative History

The legislative history of the Vaccine Act suggests that the off-Table
claims mechanism was an afterthought, with little attention given to
problems of causal proof. As Chief Special Master Gary Golkiewicz ob-
served, the “little bit of legislative history” available shows that “Congress
imparted little guidance as to what proof would be necessary to show
causation.”!%

Consideration of the Act was dominated by the larger concerns of how
to balance the needs of vaccine-injured individuals, the interests of vaccine
manufacturers, and the public health interest in maintaining a vaccine supply
as well as public confidence in mass childhood immunization.'”! Given these
weighty issues, repeated efforts to pass a vaccine compensation bill failed.!®

9 See Myron Levin, Vaccine Injury Claims Face Grueling Fight, L.A. Times, Nov. 29,
2004, at Al; Scott, supra note 34, at 358-59.

100 Stevens, 2001 WL 387418, at *7.

191 For a comprehensive description of the legislative history leading to the creation of the
VICP, see Rutkow et al., supra note 44.

192 During the 98th Congress, Senator Paula Hawkins (R-Fla.) introduced the bill in the
Senate, see S. 2117, 98th Cong. (1984), while Congressman Henry Waxman (D-Cal.) intro-
duced the bill in the House, H.R. 5810, 98th Cong. (1984). The 98th Congress did not pass
either bill and both Senator Hawkins and Representative Waxman reintroduced their bills in
the next session of Congress. S. 827, 99th Cong. (1985); H.R. 5546, 99th Cong. (1986).

Vaccine manufacturers began to leave the market a few months after the first Senate hearing
on the proposed compensation program, responding to lawsuits brought by parents who be-
lieved their children had been injured by the pertussis vaccine. Elizabeth Wehr, Concern in
Congress: Looming Vaccine Shortage Blamed on Threat of Lawsuits, ConG. Q., Dec. 22, 1984,
at 3146; see also S. REp. No. 99-483 at 3 (1986). This exodus forced Congress to recognize the
sharp conflict among the relevant constituencies, many of whom were active participants
throughout consideration of these bills: parents of injured children who wanted to be able to
sue the vaccine manufacturers directly and vaccine manufacturers who would rather exit the
market than face the lawsuits. See Wehr, supra, at 3146; National Childhood Vaccine-Injury
Compensation Act: Hearing on S. 2117 Before the S. Comm. on Labor and Human Res., 98th
Cong. 49-51 (1984) [hereinafter Hearing on S. 2117]. Even so, Congressman Waxman
warned that the shortage of pertussis vaccines should not ““‘stampede’ Congress into assuming
all the legal risks of immunization programs.” Stephen Engelberg, Can Medicine Rely on the
Rule of the Marketplace?, N.Y. TimEs, Jan. 6, 1985, at AS.

Both Senator Hawkins and Representative Waxman reintroduced their bills in the next ses-
sion of Congress. Senator Hawkins’s bill, S. 827, provided that the seven mandated childhood
vaccines would be listed on a table that would include covered side effects and the appropriate
time frame in which they would have to occur. INsT. oF MED., supra note 52, at 184; Special
Report: Legislative Summary HEALTH, Cong. Q., Dec. 28, 1985, at 2741. In addition, the
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The bill ultimately was passed as part of an omnibus health package, Senate
Bill 1744, in 1986.1%

Examination of the legislative history reveals how little attention was
paid to the off-Table mechanism. Generally, most misgivings about the need
to prove actual vaccine responsibility manifested themselves in debate about
the breadth of the Vaccine Injury Table and the limitations of contemporary
scientific understanding.'** While Congress consciously provided an off-Ta-
ble claim option, its inclusion was not nearly as deliberate as the inclusion of
the major provisions of the Act. It first appeared in Senate Bill 827 relatively
late in the process, but the legislative focus remained on the scope of the
Vaccine Injury Table itself. Further, the ubiquity of the preponderance stan-
dard in the final bill, House Bill 5546, as a multipurpose catch-all for vac-
cine causation disputes may have been a compromise that hastily borrowed
language from the Republican version, House Bill 1780, to protect manufac-
turers from joint and several liability.!% It certainly was not a measured at-
tempt to calibrate an evidentiary standard. This Subsection examines the
legislative history in order of general importance for statutory construction:
contemporaneous congressional reports, pre-enactment legislative history,
contemporaneous floor debate, and congressional oversight.!'%

a. Contemporaneous Congressional Reports: House Report No. 99-
908

House Bill 5546, the version that ultimately became the Vaccine Act,
was accompanied by a favorable report from the House Committee on En-
ergy and Commerce (“House Report 908”), which is the most thorough and
authoritative source on the legislation’s history.'”” Unfortunately, there is vir-
tually no direct attention paid to the amount of causal proof required in off-
Table cases. House Report 908’s oft-cited explanation of off-Table claims
does little to clarify the legislation’s casual use of the term “caused” in that
context:

program would allow families to elect for compensation under the program or to pursue civil
litigation against the vaccine manufacturers. Special Report: Legislative Summary HEALTH,
supra, at 2741; INsT. oF MED., supra note 52, at 184. Congressman Waxman’s bill, H.R. 5546,
was very similar to the Senate bill. Emphasizing the importance of the tort system as an incen-
tive to manufacturers to develop safer products, Waxman refused to make the compensation
program an exclusive option. Vaccine Injury Compensation: Hearing on H.R. 178, H.R. 4777,
and H.R. 5184 Before the Subcomm. on Health and the Env’t of the H. Comm. on Energy and
Commerce, 99th Cong. 2 (1986).

103§, 1744, 99th Cong. (1986). Congress passed the package on October 18, 1986 and
President Reagan signed it into law on November 14, 1986. Robert Pear, Reagan Signs Bill on
Drug Exports and Payment for Vaccine Injuries, N.Y. Times, Nov. 15, 1986, at 1.

104 See infra notes 112-113, 117-124 and accompanying text.

105 See infra notes 127-129 and accompanying text.

106 See NORMAN J. SINGER, STATUTES AND STATUTORY CONSTRUCTION § 48 (7th ed.
2007) (ranking the order of importance of sources of legislative history).

107 See H.R. Rep. No. 99-908, at 1 (1986), reprinted in 1986 U.S.C.C.A.N. at 6344,
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[In cases of off-Table claims,] the petition must affirmatively
demonstrate that the injury or aggravation was caused by the vac-
cine. Simple similarity to conditions or time periods listed in the
Table is not sufficient evidence of causation; evidence in the form
of scientific studies or expert medical testimony is necessary to
demonstrate causation for such a petitioner. . . . The Committee
does not intend, however, to susgest [sic] that variance from the
Table should act as a presumption against the petitioner but rather
only that such a petitioner is not to be deemed to be eligible for
compensation without further showings of causation.!%

The passage does little more than state what is insufficient proof of injury
causation. Although Congress indicated that it expected some form of scien-
tific evidence to support a cause-in-fact claim, it did not indicate its type or
amount, or the weight such evidence should be accorded. And while the
“further showings of causation” language appears to provide some insight
unique to off-Table claims, its usefulness is limited because the Report uses
similar language to explain that in Table and off-Table claims alike, “[t]he
court may not [determine that vaccine causation exists by a preponderance
of the evidence] on the basis of the petitioner’s claims alone, without other
medical records or opinion.”'® A description found later in the Report ad-
dressing the program’s relative advantage over traditional litigation is simi-
larly vague, saying nothing specifically about causal proof and conceding
that the Act specifies only “most” evidentiary requirements.!!

The Report’s analysis of the res judicata portion of the legislation
reveals similar imprecision. When discussing the non-preclusive effect of
special masters’ decisions, the Report, like the bill, does not distinguish be-
tween the proof standards for Table and off-Table claims, broadly reasoning
that “[c]Jompensation standards, evidence, and proceedings are sufficiently
different from civil proceedings in tort that the findings made in compensa-
tion are not likely to be based on the more rigorous requirements of a tort
proceeding and might confuse such civil actions.”'"! This language indicates
how the presumptive Vaccine Injury Table overshadowed those portions of
the legislation that address proof of actual causation.

Despite its vagueness on the issue of causation, in addressing the con-
tentious issue of when and how the Vaccine Injury Table was to be revised,
House Report 908 importantly recognized the need to err on the side of
compensation when the scientific evidence was equivocal. The Committee
anticipated that future research would yield more definitive information
about the incidence of vaccine injury that would inform future revisions.
However, until that occurrence, the legislation was designed to favor broad

18 Id. at 15, reprinted in 1986 U.S.C.C.A.N. at 6356.
19 1d. at 18, reprinted in 1986 U.S.C.C.AN. at 6359.
110 1d. at 36, reprinted in 1986 U.S.C.C.A.N. at 6359.
" Id. at 29, reprinted in 1986 U.S.C.C.AN. at 6370.



360 Harvard Journal on Legislation [Vol. 48

compensation even if children whose injuries were not vaccine-related
would likely also be compensated.''?> As the House Report states:

The Committee . . . recognizes that the deeming of vaccine-relat-
edness adopted here may provide compensation to some children
whose illness is not, in fact, vaccine-related. . . . Until such time
[as research on vaccine injury and vaccine safety provides more
definitive answers], however, the Committee has chosen to pro-
vide compensation to all persons whose injuries meet the require-
ments of the petition and the Table and whose injuries cannot be
demonstrated to be caused by other factors.''3

Thus, the Committee recognized the need, either as a practicality or as a
policy matter, to err on the side of over-inclusion—at least with regard to
Table claims.!'*

b. Pre-Enactment Legislative History

Examination of the pre-enactment history further indicates how little
thought was given to the off-Table claims mechanism, and, more specifi-
cally, to the level of proof that would be required to show causation under
that statutory option.

i. Senate Bill 2117

Senate Bill 2117, the earliest version of the National Childhood Vaccine
Injury Act, introduced by Senator Paula Hawkins (R-Fla.), is striking in that
it contains no off-Table claims mechanism. Under that version, injuries not
found on the Vaccine Injury Table would be strictly non-compensable.'> For
on-Table claims, respondents carried the burden of disproving actual vaccine
causation, which would be accomplished if the injury was “better explained
and documented by factors unrelated to the administration of the vaccine.”!'¢

The subject of off-Table injuries did not arise during the Senate hearing
on Senate Bill 2117. Instead, the hearing focused on basic questions about
the Vaccine Injury Table and whether the program would be an optional or a
mandatory alternative to the civil tort system.'!’

"2 1d. at 18, reprinted in 1986 U.S.C.C.A.N. at 6370.

113 Id

!4 Nothing in the 1989 Amendments to the Act addresses the issue of the sufficiency of
evidence to establish causation, so this Article does not discuss this part of the legislative
history.

15S. 2117, 98th Cong. § 2114(a) (1984).

116§, 2117, § 2114(b)(11).

17 See Hearing on S. 2117, supra note 102, at 6-8, 118-19, 190, 255.



2011] The Plague of Causation 361

ii. House Bill 5810

Criticism of the proposed legislation’s failure to adequately address off-
Table injuries—and proof of cause-in-fact more generally—was more force-
ful during the hearing held by the House Committee on Energy and Com-
merce in December 1984. The stakeholders in the program—the
pharmaceutical industry,!'® HHS,!"® a parents’ group,'? and the American
Medical Association'?'—all expressed concerns about the limitations of cre-
ating a Table, recognizing the connection between the breadth of the Table,
causal proof, and the number of claims filed in traditional civil courts.

iii. Senate Bill 827 and House Bill 1780

Senate Bill 827 was introduced by Senator Hawkins on April 2, 1985.122
The bill, which provided for an election between the no-fault compensation
program and filing a traditional tort action, was the first proposed version of
the National Childhood Vaccine Injury Act to include an off-Table
mechanism:

Notwithstanding the compensability (or lack thereof) of a claim
under any other provision of this part, a petition for compensation
shall be granted if the petitioner meets the requirements of sections

"8 In a prepared statement, Lederle Laboratories’ position was that, on one hand, respon-
dents would not be able to rebut the Table’s causal presumption, even in circumstances where
the Table itself conflicted with “prevailing medical opinion,” while, on the other hand, denial
of compensation based on a successful “factors unrelated” defense would drive petitioners out
of the program to take their chances with tort actions. Vaccine Injury Compensation: Hearings
on H.R. 5810 Before the Subcomm. on Health and the Env’t of the H. Comm. on Energy and
Commerce, 98th Cong., pt. 1, 244-45 (1984).

19 When Representative Waxman asked Dr. Brandt, who was testifying on behalf of HHS,
how to prove cause-in-fact and whether he favored a system that would only compensate
individuals whose injuries could be proven, Dr. Brandt answered:

It may very well be impossible to do that in individual cases, at least certainly over
the near term. And I think . . . one has to rely upon secondary bits of evidence
regarding cause. For example, one would look at epidemiological data and other
kinds of data to establish that at least there is a reasonable probability—and I will
have to leave “reasonable” undefined for a moment—that a particular adverse event
is associated with a vaccine.

Id. at 74. This suggests that Representative Waxman, the bill’s sponsor, had at least considered
the possibility of a compensation system in which traditional proof of causation might not be
required.

120 Jeffrey Schwartz, the president of the Dissatisfied Parents Together group, argued that
the three methods most important in separating “cause from coincidence” are (1) the temporal
proximity between vaccination and reaction; (2) whether the injury is consistent with the type
of vaccine administered; and (3) whether “an alternative explanation [exists] that is more
persuasive.” Id. at 114-15.

12 The AMA questioned whether “eligibility for compensation” is as “carefully [and
narrowly] defined in both clinical and legal terms” as it should be, id. at 151, and as it could
be, according to the AMA, if the Table were a regulatory, rather than a legislative, creation, id.
at 155.

122131 Cone. Rec. 7,030 (1985).
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2103 [Petitions for Compensation] and 2104 [Determination of
Eligibility and Compensation] and if the petitioner demonstrates
on the basis of credible evidence that the illness, disability, injury,
or condition suffered by petitioner was caused by a vaccine listed
in the Vaccine Injury Table.!??

With regard to Table injuries, vaccine causation would be presumed unless
respondent disproved causation based on “persuasive evidence which is doc-
umented . . . [that] causation is due to factors entirely unrelated to the ad-
ministration of the vaccine,”'?* a standard for rebuttal roughly equivalent to
that listed in other earlier bills.!?

House Bill 1780, the Republican version of the National Childhood
Vaccine Injury Act, was introduced on March 27, 1985.!% The bill proposed
that panels composed of individuals selected by the Secretary of HHS, peti-
tioners, and respondents make decisions regarding whether an injury was
vaccine-related.'”” If the injury was determined to be “vaccine-related,”
manufacturers in the action would be held jointly and severally liable up to
an aggregate amount of one million dollars, and each named manufacturer
would bear the burden of proving by a preponderance of the evidence that it
did not produce the vaccine that harmed the petitioner.?® The terminology
“preponderance of the evidence” was used several times throughout House
Bill 1780, but only to describe respondent’s burden of proof necessary to
escape joint and several liability; nowhere was the phrase used in connection
with a petitioner’s burden to prove that an injury was caused by a vaccine.'?®

The Senate Committee on Labor and Human Resources held a two-part
hearing on the bills on July 18 and December 9, 1985.'% The Department of
Justice provided the most pointed and far-sighted comments at the hearing
pertaining to causation issues under Senate Bill 827 s proposals, including its
new off-Table claims mechanism:

[A]ny reduction in transaction costs associated with individ-
ual claims may be overwhelmed by the increase in the number of

123§, 827, 99th Cong. § 2105(a)(2) (1985) (emphasis added). House Bill 5184, introduced
on July 17, 1986 by Representative Waxman, is the immediate predecessor to House Bill 5546,
which would be the version of the National Childhood Vaccine Injury Act adopted by Con-
gress. H.R. 5184, 99th Cong. (1986). This version differed from Representative Waxman’s
1985 proposal (House Bill 5810) in that it contained an off-Table mechanism, albeit limited to
non-Table injury types and not yet providing for delayed-onset injury compensation. H.R.
5184 § 2111(c)(1)(C)(ii). Compare H.R. 5184 § 2111(c)(1)(C), with H.R. 5546, 99th Cong.
§ 2111(c)(1)(C) (1986).

124 S. 827 § 2103.

125 Compare id., with S. 2117 § 2114(b)(11).

126 H.R. 1780, 99th Cong. (1985).

127 1d. §§ 2102, 2105(b), 2106(a), 2106(b).

28 1d. §§ 2106(c), 2107(b).

129 See, e.g., id. §§ 2106(b), 2111(a).

130 See National Childhood Vaccine Injury Compensation Act of 1985: Hearing Before the
S. Comm. on Labor and Human Res., 99th Cong. (1985).
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claims that may be filed (and the resulting increase in overall
transaction costs) for what claimants believe may arguably be vac-
cine-related injuries.

Second, adoption of a no-fault approach will not significantly
simplify the process of determining which claimants should re-
ceive compensation. The time and resource consuming issue in
vaccine-related injury cases is not fault, but causation;
[blecause the epidemiological evidence indicates that there are
only a handful of childhood vaccine-related injury cases every
year, it may be far more cost effective to leave such cases in the
tort system which is well designed to ascertain causation.'3!

These remarks proved perceptive, anticipating the problems associated with
the off-Table claims mechanism.

c¢. Contemporaneous Floor Debate

Congressional debate over the National Childhood Vaccine Injury Act
of 1986 reveals almost nothing about how Congress intended the off-Table
claims mechanism to function. The issue of proving vaccine injury causation
was simply glossed over. For example, Representative Henry Waxman (D-
Cal.) repeatedly explained that the program was intended to compensate
“those children who are injured” or “those innocent statistics of the . . . war
... on diseases,” giving the impression that the no-fault compensation pro-
gram made the issue of causation self-explanatory.'3? Senate debate was sim-
ilarly devoid of comments about the off-Table claims mechanism.!3

d. Post-Enactment Congressional Oversight

Three oversight hearings held between 1999 and 2002 by the House
Committee on Government Reform reveal ongoing concerns about the pro-
gram. The first hearing, held on September 28, 1999,'** revealed general
congressional dissatisfaction with the workings of the Act, including its stan-
dards for proving cause-in-fact in off-Table claims.’* According to Repre-

BUId., pt. 1, at 231.

132132 Cona. Rec. 33,116 (1986); 132 Cong. Rec. 30,760 (1986).

133 For example, Senator Hatch’s introductory remarks about the Act’s inclusion in Senate
Bill 1744, An Act to Require States to Develop, Establish and Implement State Comprehen-
sive Mental Health Plans, S. 1744, 99th Cong. (1986) (incorporating H.R. 5546 as passed by
the House of Representatives), include reservations about the cost, the potential proliferation
of no-fault compensation systems, and whether the program’s manufacturer liability limitations
would be an adequate disincentive to litigation under the tort system. Id.

13% Compensating Vaccine Injuries: Are Reforms Needed? Hearing Before the Subcomm.
on Criminal Justice, Drug Pol’y, and Human Res. of the H. Comm. on Gov’t Reform, 106th
Cong. 1-2 (1999).

135 See id. at 24 (statement of Rep. Mica (R-Fla.)) (stating that “the standard of proof
requirements may need to be reexamined”); id. at 11-13 (statement of Rep. Burton); id. at 13
(statement of Rep. Mink (D-Haw.)) (“The Congress has attempted to make various amend-
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sentative Waxman, the Act’s author, he and the rest of the 99th Congress had
attempted “to strike an important balance that we thought should have been
respected” between causal proof, the Table, and compensation,3*““[b]ut it is
clear this program isn’t working perfectly.”!?’

Much of the 1999 hearing focused on how adversarial the program had
become with regard to proving causation,'*® focusing in particular on the
standards for causal proof. For example, in contrast to the way the statute
was being interpreted, Representative Mica (R-Fla.) floated the idea that “a
claimant’s burden might be one of simply demonstrating that the vaccine
was related to the injury. The Department of Justice [representing HHS, the
respondent,] could be required to show by clear and convincing evidence
that the injury resulted from something else in order to defeat the claim.”'®
An expert and a petitioner’s attorney both testified that the application of the
preponderance standard had effectively defeated the purpose of having a
compensation scheme,'*’ and the attorney urged Congress to adopt a burden
of proof that explicitly gave the benefit of the doubt to the petitioner.'#!

Representative Waxman commented, in the context of Table revisions,
on the need to strike a balance between erring on the side of compensation
and the need to comport with medical and scientific fact:

There have been disputes about the science and epidemiology
of vaccine injury. We have always erred on the side of compensat-
ing children, if there was a scientific argument that injuries were
vaccine related. At least that was always our intent—to err on the
side of making sure that we compensated people who were
injured.

We have tried to rely on the best available scientific evidence
when revising the vaccine injury table. Injuries have been added,
and injuries have been removed from that table. But in 13 years, it
has never been Congress’ rule to second-guess the scientists. It

ments to the law designed to make it less adversarial, but obviously we have not gone far
enough.”); id. at 101 (statement of Rep. Mica).

36 1d. at 9.

7 1d. at 10.

138 See id. (statement of Rep. Waxman); id. at 52, 55 (statement of Dr. Marcel Kin-
sbourne); id. at 13 (statement of Rep. Mink).

139 Id. at 4 (statement of Rep. Mica). Rep. Mica stated that such changes would ensure
fairness given the incomplete status of science. Id.

140 Id. at 56 (statement of Dr. Marcel Kinsbourne) (presumption of causation is so re-
stricted as to be equivalent to proof required in traditional courts); see also id. at 82 (prepared
statement of Clifford Shoemaker) (“If anything, the Table . . . has almost made it more diffi-
cult to prove causation in cases that do not fit it precisely.”).

1“1 Id. at 73. Mr. Shoemaker repeated his suggestion several times, emphasizing its impor-
tance with respect to off-Table claims. He also suggested adopting the standard used in veter-
ans’ claims, “[t]he benefit of the doubt in resolving each such issue shall be given to the
claimant.” Id. at 98.

The Department of Justice objected to Mr. Shoemaker’s proposed change to the standard for
proving vaccine causation, cautioning that “further relaxation of the minimal standards cur-
rently in place could threaten the medical integrity of the Program.” Id. at 124.
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would be a disservice to the public health if we were to start to do
that today.'#?

This discussion captures the tension at the heart of the program between
promoting certain policy concerns and the need to rely on hard science to
determine a sufficient causal connection, a tension that applies to both Table
and off-Table claims.

The second oversight hearing, The National Vaccine Injury Compensa-
tion Program: Is it Working as Congress Intended?'¥ was held in two parts
on November 1 and December 12, 2001.% At the hearing, Representative
Dave Weldon (R-Fla.) referred to proposals in House Bill 1287 that he had
previously introduced,'* calling for three changes to the standard for prov-
ing vaccine causation for off-Table claims: (1) replacing the preponderance
of the evidence standard in 42 U.S.C. § 300aa-13(a)(1) by “evidence suffi-
cient to justify a belief by a fair and impartial individual that petitioner’s
claims are well grounded”;!#¢ (2) giving petitioners the benefit of the doubt
after considering all the evidence;'¥’ and (3) heightening the government’s
burden for proving that injuries were caused by factors unrelated to vaccine
administration by imposing a “clear and convincing evidence” standard and
forbidding defenses made on the basis of “a repudiation of the Vaccine In-
jury Table.”!#8 These proposed changes to the burden of proof met with vary-
ing degrees of enthusiasm, but were not adopted.'* More generally,
Representative Burton (R-Ind.) noted with concern that fewer Table cases
were being filed.'°

2 Jd. at 10 (emphasis added).

1432001 Hearing, supra note 28.

144 Id

145 Vaccine Injured Children’s Compensation Act of 2001, H.R. 1287, 107th Cong. (2001).
The bill called for relaxing the statute of limitations, id. at § 5, and providing for interim
attorney and expert costs, id. at § 4(3).

16 1d. at § 3(1)(A).

47 Id. at § 3(1)(B). This proposal provided that if, “after consideration of all evidence and
material of record in a case, there is an approximate balance of positive and negative evidence
. . . the benefit of the doubt in resolving each issue shall be given to the petitioner.” Id.

18 Id. at § 3(3); see also 2001 Hearing, supra note 28, at 106-08.

149 Representative Burton endorsed the “benefit of the doubt” provision, 2001 Hearing,
supra note 28, at 4, and Representative Weldon spoke in favor of the bill that he had intro-
duced, id. at 23. Representative Waxman spoke against the changes, characterizing the pro-
posed standard as “a very different and lower standard” and noting his concern that it would
“open this thing too wide open.” Id. at 16—17. The Department of Justice opposed House Bill
1287 throughout the hearing, id. at 84-86, 129-30, stressing the importance of maintaining
high public confidence in vaccines and the public health system. /d. at 86.

150 Jd. at 138. A third hearing concerning the program was held on September 18, 2002.
The Continuing Oversight of the National Vaccine Injury Compensation Program: Hearing
Before the Comm. on Gov’t Reform, 107th Cong. (2002). Three bills (House Bill 3741, Senate
Bill 2053, and House Bill 5282) were included in the record, all of which dropped the amend-
ments to the standards governing proof of causation. /d. Representative Burton nonetheless
repeated his opinion that the preponderance standard as applied was contrary to congressional
intent:
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e. Legislative History Conclusion

The legislative history of the National Childhood Vaccine Injury Act of
1986 indicates that the inclusion of an off-Table mechanism was deliberate,
but that it was not nearly as well considered as the other major provisions of
the Act. Congress did not draw a distinction between Table and off-Table
injuries with regard to the overarching goals of making awards for vaccine-
related injuries “quickly, easily, and with certainty and generosity,”'>! while
reducing suits against manufacturers.!”> Congress intended for Table claims
and off-Table claims alike to be tethered to the science underlying adverse
vaccine reactions, but did not explain the degree to which other policy con-
cerns should be taken into account. Nor did Congress address whether tort
standards for proof of causation must be followed to meet the preponderance
of evidence standard for off-Table claims.'>* While Congress fixed several of
the system’s problems over time, it retained the Act’s original approach to
proof of causation despite complaints and three oversight hearings highlight-
ing problems with that statutory provision.

By using the language of “causation” in the Act and not otherwise
defining it, Congress strongly implied the applicability of the common law
tort concept. To understand the context of the causation issue, it is first nec-
essary to describe how the issue is resolved at common law and in toxic tort
cases in particular, an area of tort law uniquely relevant to the vaccine injury
arena. As described below, in the toxic tort context, courts have become
increasingly more demanding of the evidence required to make out a prima
facie case of causation.

III. ProviNG CAUSE-IN-FacT IN Toxic TorT CASEs

“[E]vidence preponderates when it is more convincing to the trier than
the opposing evidence.”'>* In tort cases, the law creates burdens of proof to
determine which party should prevail when the evidence is in equipoise.'>
Traditionally, the law places the burden of proof in a civil tort case with

All Congress required is a showing, based on good science, that the vaccine is the
likely cause of the injury . . . . [P]roof of scientific certainty in these cases is almost
never available, any expert testimony offered by any expert from either side is sub-
ject to valid attack. Accordingly, the Secretary, with its requirement for scientific
certainty, can and does make proceedings in the vaccine program as adversarial as
any civil, traditional, tort litigation. Congress never intended for this to happen. It
intended for claims to be resolved in the program with a showing that the vaccine
was the likely cause of the injury, not the certain cause of the injury.

Id. at 93.

TH.R. Rep. No. 99-908, at 3 (1986), reprinted in 1986 U.S.C.C.A.N. 6344, 6344.

152 Id. at 13, reprinted in 1986 U.S.C.C.AN 6344, 6354.

153 See infra Part III (describing standards for proof of causation in toxic tort cases).

154 BROUN ET AL., McCorMICK ON EvIDENCE § 339 (6th ed. 2006).

155 GraHaM C. LiLLy, AN INTRODUCTION TO THE LAw OF EvIDENCE § 3.1 (3d ed. 1996)
(“When the jury agrees that the probabilities of the existence or nonexistence of an element are
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regard to causation on the plaintiff—the party trying to shift the loss away
from him or her to the defendant.!> Causation is a critical element in tort law
because it ensures that defendants are not held responsible for injuries that
they did not commit.’”” In this way, tort law aims to promote corrective
justice as well as deter risky behavior.">8 It also aims to ensure confidence in
the decisionmaking process and its judgments.

Proof of causation in a toxic tort suit tests the limits of these goals.'* A
causal claim in a toxic tort case usually does not have the type of connection
to an event that can be easily documented and directly observed, such as are
found in a typical car accident. Instead, in these cases, the causal claim is a
scientific hypothesis that is more supported or less supported depending on
the available evidence.!® When the scientific community has reached a con-
sensus on the observable phenomena, the legal community can fairly easily
accept this knowledge in its factfinding. Before a scientific consensus has
been reached, scientists may continue their investigation and continue to
search for more certainty. But in those tort cases occurring before scientific
consensus coalesces, courts must determine what level of uncertainty or
probability is acceptable to satisfy causation.'®!

In reality, setting an acceptable level of proof, either in science or law,
is ultimately dictated by the needs and goals of the relevant community. For

equal, the allocation of the burden of persuasion becomes decisive in determining who
prevails.”).

156 Limited exceptions to this rule exist, aimed at promoting certain policy goals. See, e.g.,
Sindell v. Abbott Labs., 607 P.2d 924 (Cal. 1980) (creating market share liability); Summers v.
Tice, 199 P.2d 1 (Cal. 1948) (both defendants negligent in hunting accident; burden of causa-
tion shifted to defendants to prevent unfairness to plaintiff based on failure of proof).

157 See generally RESTATEMENT (THIRD) OF TORTS: LiAB. FOR PHYSICAL AND EMOTIONAL
Harm § 28 (2010) (“[T]he fact of the defendant’s tortious conduct and harm to a plaintiff
within the scope of the risk created by that conduct cannot alone be sufficient in all cases to
permit an inference of causation.”).

158 See Apolinsky & Van Detta, supra note 11, at 562, 584 n.332; David Rosenberg, Class
Actions for Mass Torts: Doing Individual Justice by Collective Means, 62 Inp. L.J. 561,
562-63, 579-81 (1987).

159 Toxic torts are defined as tort cases in which the plaintiffs allege that exposure to
agents—usually pharmaceutical drugs or chemicals—have caused illness, injury, or death.
Neal C. Stout & Peter A. Valberg, Bayes’ Law, Sequential Uncertainties, and Evidence of
Causation in Toxic Tort Cases, 38 U. MicH. J.L. Rerorm 781, 782 (2005).

160 See Shelly Brinker, Opening the Door to the Indeterminate Plaintiff: An Analysis of the
Causation Barriers Facing Environmental Toxic Tort Plaintiffs, 46 UCLA L. Rev. 1289, 1301
(1999) (direct observation of toxic tort exposure is often impossible, unlike typical tort case in
which injury to the victim is immediately observable); see also Note, Navigating Uncertainty:
Gatekeeping in the Absence of Hard Science, 113 Harv. L. Rev. 1467, 1472 (2000) (A “ge-
neric” toxic tort is “a case in which a complicated causal chain, a long latency period, or low
levels of exposure render the argument for causation inherently weak.”).

161 See Carl F. Cranor & David A. Eastmond, Scientific Ignorance and Reliable Patterns
of Evidence in Toxic Tort Causation: Is There a Need for Liability Reform?, 64 Law & Con-
TEMP. PrOBs. 5, 18-26 (“Science is relatively open-ended . . . . By contrast, the law seeks to
resolve disputes in a timely and conclusive manner.”); Albert C. Lin, Beyond Tort: Compen-
sating Victims of Environmental Toxic Injury, 78 S. CaL. L. Rev. 1439, 1452 (2005) (describ-
ing clash between scientific and legal causation); Joseph Sanders, The Bendectin Litigation: A
Case Study in the Life Cycle of Mass Torts, 43 HastinGgs L.J. 301 (1992).
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example, scientists generally accept statistical significance as a probability
level of .05, but that is just a convention; sophisticated researchers change
that level when circumstances justify running the greater risk of false posi-
tives to reduce the risk of false negatives.!®? Setting the significance level at
.05 does not mean that an association with a significance level of .10 is not
probative; it is just less conservative about avoiding false positives.

The same is true in law. In toxic tort cases, it is difficult to reach a
finding of causation to a philosophical certainty, so courts struggle with the
level of certainty they should demand of the plaintiff’s proof. As discussed
below, in Daubert v. Merrell Dow Pharmaceuticals,'®® the Supreme Court
formulated a test for admissibility of expert testimony for the trial court to
administer as the “gatekeeper” and to aid it in determining how to control
the level of scientific uncertainty allowed in the courtroom. Excluding evi-
dence in toxic tort cases under Daubert and its progeny does not come with-
out cost. On one hand, failure to exercise the gatekeeping function and
allowing the jury to consider proof based on an educated scientific guess
may result in shifting the costs of injury to a defendant whose actions might
not have caused the injury. On the other hand, applying the Daubert or simi-
larly strict standards and failing to admit evidence may result in disallowing
recovery for seriously injured plaintiffs whose illness, some scientists be-
lieve, were caused by the defendant’s actions.'** This may in turn remove the
incentive for defendants to research the potential harmfulness of their
product.

Furthermore, the unique features of toxic tort causal proof have led
courts to develop special causal tests in this area. In particular, courts break
down proof of cause-in-fact in toxic tort cases into two substantive catego-
ries: general causation and specific causation.'®> General causation involves
satisfactory evidence of a relationship between the toxin and the type of
injury—i.e., that the toxin can cause the injury— while specific causation
requires proof demonstrating that the toxin caused the injury to this particu-
lar claimant.'*® The toxic tort plaintiff must demonstrate both elements by a
preponderance of evidence—that it is more likely than not that the toxin can
cause the injury at issue and that it is more likely than not that the toxin
caused this plaintiff’s injuries. But, as the Restatement (Third) notes,
“[Wlhen group-based evidence is unavailable or inconclusive, and other
forms of evidence are used, the general and specific-causation issues may
merge into a single inquiry.”!'"’

162 FAIGMAN ET AL., supra note 1, § 25:38.

163509 U.S. 579 (1993).

164 Berger & Solan, supra note 31, at 851.

195 FAIGMAN ET AL., supra note 1, § 21:2; Bernstein, supra note 1, at 23-53; Smith, supra
note 1, at 224.

166 FAIGMAN ET AL., supra note 1, § 21:2; Smith, supra note 1, at 224.

167 RESTATEMENT (THIRD) OF TORTS: LiAB. FOR PHYSICAL AND EMoOTIONAL HARM § 28
(2010).
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Proving these elements may be difficult for several reasons. The sci-
ence often is not developed on the general causation issue: the question may
be novel and not yet subject to study, or science may not have focused on
the question for other reasons, like lack of funding or lack of interest.'*s And
the fact that exposures to toxins can vary significantly either by amount or
timing also may impose impediments to study.'® The possibility of multiple
causes of harm also poses a vexing problem in linking exposure to harm.
Some toxins uniquely cause “signature” diseases, such as asbestos and as-
bestosis, but most do not.'”” When other known causes of the harm also
exist, it is difficult to attribute a specific harm to exposure to a particular
toxin.'”!

The problem of multiple causation clouds the proof with regard to spe-
cific causation as well. Even assuming that the plaintiff can show general
causation, it may be difficult to prove that the cause of an individual’s injury
was exposure to that toxin.'”? For example, exposure to asbestos has been
strongly linked to lung cancer, which meets the requirement of general cau-
sation, but there are many other known and interacting causes of lung can-
cer, too, like smoking and genetics.'” The plaintiff often turns to clinical
medical testimony to prove specific causation, which relies in turn on a dif-
ferential diagnosis, a medical determination of what disease caused a pa-
tient’s symptoms.'” An expert must not only rule in the toxin as the possible
cause of the injury but rule out other causes as well.!”>

Since proof of causation in toxic tort litigation has received significant
treatment elsewhere,!’® this Part takes the liberty of abbreviating its review

168 See FAIGMAN ET AL., supra note 1, § 21:2-3.

19 Id. § 21:2; Smith, supra note 1, at 226-27.

170 FAIGMAN ET AL., supra note 1, § 21:2.

71 Id.; Smith, supra note 1, at 243-45.

172 FAIGMAN ET AL., supra note 1, § 21:2; Bernstein, supra note 1, at 52; Smith, supra note
1, at 241-42.

173 Michael D. Green, Expert Witnesses and Sufficiency of Evidence in Toxic Substances
Litigation: The Legacy of Agent Orange and Bendectin Litigation, 86 Nw. U. L. Rev. 643, 647
(1992).

174 FPAIGMAN ET AL., supra note 1, § 21:2; Bernstein, supra note 1, at 64; Smith, supra note
1, at 224. A differential diagnosis aids in determining what disease a patient has (diagnosis),
but does not explain what caused that disease (etiology). For a discussion of the differences
between “differential diagnosis” and “differential etiology,” see Justice Berman’s dissent in
San Francisco v. Wendy’s International, Inc., 656 S.E.2d 485, 505-08 (W. Va. 2007); see also
infra notes 219-223 and accompanying text.

175 David L. Faigman, A Preliminary Exploration of the Problem of Reasoning from Gen-
eral Scientific Data to Individualized Legal Decision-Making, 75 Brook. L. Rev. 1115, 1131
(2010).

76 For a thorough review of causation in toxic tort cases, see generally RESTATEMENT
(TurD) ofF TorTs: LiaB. FOR PHYSICAL AND EMOTIONAL HARM § 27 (2010); FAIGMAN ET AL.,
supra note 1; Michael D. Green et al., Reference Guide on Epidemiology, in REFERENCE MAN-
UAL ON ScieNTIFIC EvIDENCE 333 (2d ed. 2000); Margaret A. Berger & Aaron D. Twerski,
Uncertainty & Informed Choice: Unmasking Daubert, 104 Mich. L. Rev. 257, 260-67 (2005);
Bernstein, supra note 1, at 51; David E. Bernstein, Keeping Junk Science Out of Asbestos
Litigation, 31 Pepp. L. Rev. 11, 19-27 (2003); Green, supra note 173, at 644-58; Smith, supra
note 1, at 218.
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of methods of proof in such cases. In addition, the overview provided is not
intended to be comprehensive; it selectively reviews methods of proving
general and specific causation that have been considered by courts and that
are most relevant to vaccine causation.

A. Proof of General Causation

Proof of general causation involves two components: (1) examining the
effects of the agent from a molecular biology or organic chemistry point of
view; and (2) determining whether there is any association between expo-
sure to the toxin and the claimed effect.!”

To demonstrate that a certain agent could cause a plaintiff’s disease, the
ideal proof would involve tracing each of the biological steps in the develop-
ment of the disease, including the role of the agent.'”® Unfortunately, science
has not reached that degree of knowledge for most diseases—for instance,
the cause of cancer is still unknown—so researchers sometimes compare the
biological mechanisms of other known agents to determine whether it is at
least plausible that exposure to the agent at issue could cause the effect being
studied.'” This mode of reasoning is considered weak.!s

Given these limitations, researchers and expert witnesses turn to other
scientific methods to separate cause from correlation or coincidence, in par-
ticular examining observed phenomena to infer causation.'®' Scientists ex-
amine how often, if at all, one observation leads to another.'s? To carry out
this inquiry, scientists traditionally study toxicity with three different forms
of empirical evidence: anecdotal case reports,'®3 observational population
studies,'®* and controlled experiments. '8’

177 Green et al., supra note 176, at 335; Bernstein, supra note 1, at 53; Smith, supra note
1, at 224-25.

178 FAIGMAN ET AL., supra note 1, § 21:8.

179 Green et al., supra note 176, at 378; Bernstein, supra note 1, at 53-54, 64.

180 Bernstein, supra note 1, at 64 (“[E]ven though different chemicals of the same general
type, e.g. solvents, may have some common effects, they may also differ dramatically in other
effects.”).

181 Green et al., supra note 176, at 374-75. Under Karl Popper’s influential framework,
researchers use observed phenomena to create a hypothesis and then test the hypothesis by
attempting to disprove or falsify the theory. Thus, a hypothesis is falsified and not affirma-
tively proved, but if the hypothesis withstands repeated tests of falsification then science be-
gins to accept it, even if conditionally, as true. See generally KarL R. PopPER, THE LoGic oF
ScienTiFic Discovery (2d ed. 1965).

182 Stout & Valberg, supra note 159, at 807.

183 Anecdotal case reports examine a temporal relationship between exposure to an agent
and the onset of a disease. See Bernstein, supra note 1, at 61. This study can be complicated
because the effect reported may simply be coincidental. The causal effect can be subsequently
validated in epidemiologic studies, but until that point, the usefulness of such anecdotal reports
is difficult to evaluate. Id. at 61-62; see also Green et al., supra note 176, at 338—40; Bern-
stein, supra note 1, at 61; Smith, supra note 1, at 226-27, 244.

'8 Epidemiology is the study of the cause and distribution of illness in human popula-
tions. Green et al., supra note 176, at 338; Bernstein, supra note 1, at 53.
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Researchers examine case reports, individual reports from doctors and
other sources, but these are considered weak associational evidence because
they are based on anecdotal reports of a temporal relationship between expo-
sure to an agent and manifestation of a disease. “[A]necdotal reports . . . are
more useful as a stimulus for further inquiry than as a basis for establishing
association or causation.”'® Courts routinely reject or assign little weight to
them as proof of causation'?’ in order to avoid the post hoc ergo propter hoc
(after which therefore because of which) fallacy in reasoning; although some
courts have allowed such speculative evidence.!'s?

Observational population studies, known as epidemiological studies,
are considered a stronger basis for causal inference,'® although the structure
of these studies relies on correlational inferences.'”® Ideally, they compare
the incidence of disease in a population exposed to one particular agent, such
as tobacco, asbestos, or a specific drug, to an unexposed, yet otherwise simi-
lar, population.'®! The rate of incidence should be higher among the exposed
group if exposure to the agent causes the disease. But the exposed group and
the unexposed group may differ in other important ways.'”> “Observational
studies can establish that one factor is associated with another, but consider-
able analysis may be necessary to bridge the gap from association to causa-
tion.”'” Given that the subjects themselves (and not a researcher in a
controlled environment) knowingly or unknowingly expose themselves to
the agent, observational studies have inherent limitations, such as con-
founding variables and bias.'** Because of these inherent limitations, obser-

185 See Richard W. Clapp & David Ozonoff, Environment and Health: Vital Intersection
or Contested Territory?, 30 Am. J.L. & MEeb. 189, 201 (2004).

18 DaviD KAYE ET AL., THE NEW WIGMORE, A TREATISE ON EVIDENCE: ExpERT EvI-
DENCE § 11.5.1 (Richard D. Friedman ed., 2004).

187 Green, supra note 173, at 658; see, e.g., Wells v. SmithKline Beecham Corp., 601 F.3d
375, 380 (5th Cir. 2010); Glastetter v. Novartis Pharm. Corp., 107 F. Supp. 2d 1015, 1028
(E.D. Mo. 2000); Haggerty v. Upjohn Co., 950 F. Supp. 1160, 1164 (S.D. Fla. 1996).

188 See, e.g., Brasher v. Sandoz Pharm. Corp., 160 F. Supp. 2d 1291, 1296 (N.D. Ala.
2001); Hayman & Armstrong, P.S.C. v. Gunderson, 279 S.W.3d 93, 104-06 (Ky. 2008).

189 Green, supra note 173, at 646.

190 MicHAEL J. SAKS ET AL., ANNOTATED REFERENCE MANUAL ON SCIENTIFIC EVIDENCE
516-57 (2d ed. 2004).

191 Observational clinical trials are executed on groups of people who have knowingly or
unknowingly exposed themselves to certain agents, such as cigarettes, alcohol, or diets high in
trans-fats. See generally John Concato, Overview of Research Design in Epidemiology, 12 J.L.
& PoL’y 489, 493-97 (2004). Exposed individuals comprise the exposed cohort while a control
group is created from people with similar characteristics minus the exposure. /d. Some cohort
studies are “follow-up” studies, in which the cohort and the control groups are followed over
time to observe the incidence of disease in each group. See Green et al., supra note 176, at
340—42. In case-control studies, individuals who already have the disease in question are com-
pared to a controlled group of individuals without the disease. Id. at 342-43, 363-64.

192 KAYE ET AL., supra note 186, § 11.5.1.

193 1d.

194 See Bernstein, supra note 1, at 66. For example, selection bias may occur when the
exposed group was already susceptible or not susceptible to the disease for reasons indepen-
dent from exposure to the agent at issue. Green et al., supra note 176, at 363—65. Diagnostic
bias may occur when the disease at issue is incorrectly diagnosed. Green, supra note 173, at
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vational studies must be interpreted with caution, but they can be very useful
to support a causal inference.'”

Controlled experiments, in which the investigators choose which sub-
jects are exposed to the agent being studied and which go into the control
group, are the gold standard of proving general causation.'”® Randomly as-
signing groups tends to balance them with regard to possible confounders,
and the impact of remaining confounders can be evaluated through statistical
techniques. As a result, “inferences based on well-executed randomized ex-
periments are more secure than inferences based on observational stud-
ies.”!7 Although the outcomes of controlled experiments are considered the
best scientific evidence for ascertaining causation, they have limitations that
can make them difficult to administer.'®

Scientists also use animal studies to demonstrate a causal connection,
but these are considered a weaker form of evidence of causation in humans
because of the high doses of exposure used and interspecies variations.'” As
one court explained, “[blecause of the difference in animal species, the
methods and routes of administration of the suspect chemical agent, mater-
nal metabolisms and other factors, animal studies, taken alone, are unreliable
predictors of causation in humans.”?®

B.  Proof of Specific Causation

Scientists study population groups to determine whether the association
between an agent and a disease is sufficiently strong to infer causation gen-
erally, but plaintiffs in a toxic tort suit must also show that the agent specifi-
cally caused their disease. In other words, plaintiffs must show by a
preponderance of the evidence that their injury fell into the risk group af-

649-50. Recall bias can occur when exposure is determined by the recollection of the individ-
ual who has been exposed to the agent. For example, people with a disease recall exposure at a
higher rate than those in a control (non-diseased) group. Green et al., supra note 176, at
365-66. Confounders may also exist that will skew the results of a study. This occurs when
another factor may be associated with a higher or lower disease rate, but is not related to the
agent being studied. /d. at 369—-72. Random sampling errors may occur because some results
are simply due to chance. Green, supra note 173, at 651.

195 KAYE ET AL., supra note 186, § 11.5.3.

19 Green et al., supra note 176, at 338-39.

97 KAYE ET AL., supra note 186, § 11.5.2.

198 Controlled experiments are often used to evaluate new drugs seeking FDA approval,
but are not broadly used beyond that purpose, since it is a very expensive method to implement
and has obvious ethical limitations once an agent is suspected to be toxic. Green et al., supra
note 176, at 338-39.

199 Gerald W. Boston, A Mass-Exposure Model of Toxic Causation: The Content of Scien-
tific Proof and the Regulatory Experience, 18 CoLum. J. EnvTL. L. 181, 225-31 (1993) (dis-
cussing the ongoing debate about the reliability of using animal tests to predict risk levels in
humans).

200 Nat’l Bank of Commerce v. Dow Chem. Co., 965 F. Supp. 1490, 1527 (E.D. Ark.
1996), aff’d, 133 F.3d 1132 (8th Cir. 1998); see also Green et al., supra note 176, at 345-47,
Bernstein, supra note 1, at 62-63.
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fected by the disease, and was not due to genetics, lifestyle, age, health,
gender, or exposure to other environmental factors.?!

Typically, plaintiffs rely on medical testimony from their treating physi-
cian to show specific causation. This testimony, in turn, relies on a differen-
tial diagnosis, a standard medical technique that identifies what disease the
patient has (diagnosis) in order to determine treatment, although the tech-
nique does not necessarily identify what caused the disease (etiology).?

C. Determining Admissibility and Sufficiency of Causal
Evidence in Toxic Tort Cases

Given these various types of empirical data, each with its relative
strengths and weaknesses, science often views causation as a question of
degree, moving from weaker association to stronger association. Because
courts deciding causation in tort cases require certainty over sliding scales,
however, they have tried to establish bright line tests that are simpler to
apply: courts have developed evidentiary thresholds for admissibility and a
hierarchy of weight accorded particular forms of evidence that influence that
evidence’s sufficiency. Courts have also adjusted causation standards to deal
with the multiple causation problem, in particular by adopting a “substantial
factor” test.

1. Evidentiary Thresholds

Two lines of Supreme Court cases encourage the use of evidentiary
thresholds in toxic tort cases. One trilogy of cases emphasizes the use of
summary judgment based on the sufficiency of evidence to avoid the need
for a jury trial.?® The focus of this Subsection is on a second series of Su-
preme Court decisions, beginning with Daubert v. Merrell Dow
Pharmaceuticals, Inc.,>** which requires trial courts to act as gatekeepers by
using robust evidentiary threshold tests before admitting expert testimony
for the factfinder’s consideration.

The Court chose Daubert, a toxic tort case involving the drug Bendec-
tin, to address the concern that expert testimony on causation was being
admitted too easily, permitting the use of “junk science.”?> In the Daubert

201 FAIGMAN ET AL., supra note 1, § 23:26; Smith, supra note 1, at 242; Michael Duffy,
Climate Change Causation: Harmonizing Tort Law and Scientific Probability, 28 Temp. J. Sc1.
Tecn. & Envtr. L. 185, 207 (2009) (describing proof of specific causation in toxic tort
litigation).

202 Smith, supra note 1, at 224-25.

203 See Celotex Corp. v. Catrett, 477 U.S. 317 (1986); Anderson v. Liberty Lobby, Inc.,
477 U.S. 242 (1986); Matsushita Elec. Indus. Co. v. Zenith Radio Corp., 475 U.S. 574 (1986).

204509 U.S. 579 (1993). The other two cases are Kumho Tire Co. v. Carmichael, 526 U.S.
137 (1999), and General Electric Co. v. Joiner, 522 U.S. 136 (1997).

205 Daubert, 509 U.S. at 579; see also PETER W. HUBER, GALILEO’s REVENGE: JUNK ScI-
ENCE IN THE CourTROOM 1-2 (1993) (giving examples of tort theories based on junk science);
Bernstein, supra note 1, at 60; James M. Sabovich & Sarah L. Mayhew, Bendectin’s Revenge:
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line of cases, the evolving standard is phrased in terms of “evidentiary relia-
bility” rather than “general acceptance,”” but the critical point is that the
test for admissibility of expert testimony requires a showing of validity
based on adherence to appropriate professional or technical standards, seek-
ing “good grounds” for the conclusion.?” “Daubert adopts and employs the
scientific community’s self-understanding about what science is, requiring
the party proffering the expert witness to demonstrate that the data and opin-
ions offered satisfy science’s ground rules.”?® Thus, courts should examine
the bases for the expert’s opinion, looking to whether the expert relies on
studies that have been published and undergone peer review, as well as
whether the conclusion posited by the expert can be tested.?” This screening
is necessary “to ensure that all expert testimony is sufficiently helpful” to
educate the trier of fact.2’® For this reason, federal courts and most state
courts have a gatekeeping duty under Daubert to bar the jury from hearing
unreliable expert opinion evidence.?!!

Following these signals from the Supreme Court, courts have created a
range of admissibility thresholds for causal evidence in toxic tort cases.
These thresholds come in various forms, but two significant ones involve
setting cut-offs based on either relative risk in epidemiological studies or
statistical significance. Some courts will only admit in evidence epidemio-
logical studies that demonstrate a relative risk of at least 2.0 (meaning more
than double the background level of disease found in individuals not ex-
posed to the agent), which, according to these courts, translates into a show-
ing of “more likely than not” that the effect has occurred.?'? Thus, if a toxic
substance is associated with an incidence of a disease that has a relative risk
of at least 2.0, courts assume that the associational evidence is within the
realm of legal causation.?’? Other courts have allowed epidemiological stud-

The Fall of the Vaccine-Autism Litigation to Judicial Scrutiny, 25 Toxics L. Rep. 385 (2010)
(describing the junk science of the Bendectin litigation).

206 General acceptance in the scientific community was the traditional standard for admis-
sion of expert testimony, derived from Frye v. United States, 293 F. 1013 (D.C. Cir. 1923),
and supplanted in Daubert.

297 Daubert, 509 U.S. at 580.

208 Richard B. Katskee, Science, Intersubjective Validity, and Judicial Legitimacy, 73
Brook. L. Rev. 857, 871 (2008).

299 In Daubert, Justice Blackmun rejected the Frye “general acceptance” test, instead set-
ting out a list of factors that a judge may use, in the position of gatekeeper, to determine the
validity of scientific testimony. Daubert, 509 U.S. at 588, 592-94. These factors include
whether the expert’s theory or technique can or has been tested and whether the technique or
theory has been subject to peer review and publication. Id.

219 KAYE ET AL., supra note 186, § 9.3.

211 Stout & Valberg, supra note 159, at 785.

212 See Daubert v. Merrell Dow Pharms., Inc., 43 F.3d 1311, 1320-21 (9th Cir. 1995)
(Where plaintiffs rely solely on epidemiological studies, they are admissible only if they show
plaintiff’s exposure at least doubled risk of birth defects.); Hall v. Baxter Healthcare Corp., 947
F. Supp. 1387, 1403 (D. Or. 1996) (reasoning that “a relative risk of 2.0 implies a 50% likeli-
hood that an exposed individual’s disease was caused by the agent”).

213 See Duffy, supra note 201, at 207; Stout & Valberg, supra note 159, at 847-52.
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ies to be admitted even though the relative risk in the study fell short of
2.0.214

With regard to statistical significance, scientists conventionally assume
that they have not proven a causal relationship “if they cannot reject the
hypothesis that there is no such relationship with a ninety-five percent cer-
tainty.”?!"> Courts borrow this probability level and apply it as a threshold for
admissibility.?'® Use of statistical significance as a talisman for validity in
law has been criticized for several reasons, including, on the one hand, that it
addresses only random error and not systematic error, and on the other hand,
that insufficient power to detect a real association does not mean that no real
association exists.?!”

2. Hierarchy of Evidence

In addition to evidentiary thresholds for causal evidence, courts have
established a hierarchy of empirical research methodologies to determine the
weight to assign to various types of studies. As one leading scholar in the
area has explained, “[In the view of courts t]here plainly is a hierarchy to
these different indirect forms of toxic effect evidence. Epidemiology is at the
top, and structural similarity, in vitro testing, and case reports are at the
bottom.”?!8

Significantly for the purposes of this Article, some scholars argue that
courts should assign less weight to a differential diagnosis determining a
causal link to an external agent for reasons that are similar to those discount-
ing anecdotal case studies.?!’* While it is recognized that a treating physician
is competent to describe which of several diseases caused the patient’s symp-
toms (differential diagnosis), that competency does not necessarily extend to
which external factors caused the disease (differential etiology) because
“many of the facts relevant to a determination of external causation rely on a
body of scientific literature that is not routinely used by treating physi-
cians.”? As Professor Faigman states, “[e]xperts’ case-specific conclusions

214 See Grassis v. Johns-Manville Corp., 591 A.2d 671, 675 (N.J. Super. Ct. App. Div.
1991).

215 Berger & Solan, supra note 31, at 852; see Boston, supra note 199, at 253; Duffy,
supra note 201, at 218.

216 Brock v. Merrell Dow Pharm., Inc., 874 F.2d 307, 312 (5th Cir.), modified, 884 F.2d
166 (5th Cir. 1989), cert. denied, 494 U.S. 1046 (1990); Nat’l Bank of Commerce v. Dow
Chem. Co., 965 F. Supp. 1490, 1527 (E.D. Ark. 1996), aff’d, 133 F.3d 1132 (8th Cir. 1998).

217 Green et al., supra note 176, at 359-60; see Stout & Valberg, supra note 159, at
853-54.

218 Green, supra note 173, at 658; see also Jennifer L. Mnookin, Expert Evidence, Parti-
sanship, and Epistemic Competence, 73 Brook. L. Rev. 1009, 1024 (2008).

219 Bernstein, supra note 1, at 64-65; see also supra notes 174, 202 and accompanying
text; Joseph Sanders, Applying Daubert Inconsistently? Proof of Individual Causation in Toxic
Tort and Forensic Cases, 75 Brook. L. Rev. 1367, 1380 (2010) (arguing that differential
diagnosis is judged by a lower methodological standard than evidence of general causation).

220 Mary Sue Henifin et al., Reference Guide on Medical Testimony, in REFERENCE MAN-
UAL ON ScienTiFic EVIDENCE 439, 472 (2d ed. 2000).
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appear to be based on an admixture of an unknown combination of knowl-
edge of the subject, experience over the years, commitment to the client or
cause, intuition, and blind-faith. Science it is not.”?! In other words, the
assumption is that physicians are trained to diagnose and treat medical
problems, but not necessarily to present an expert opinion on causation of
injury from external factors like exposure to toxic chemicals or drugs.??
Thus, “in toxic tort cases a differential diagnosis, no matter how well done,
can rarely, by itself, prove general causation.”??

Further, even if testimony comes from an expert in a field like genetics,
epidemiology, or teratology, without a showing of general causation—i.e.,
that the agent can cause the harm—a differential diagnosis cannot logically
determine specific causation merely by process of elimination.??* As a result,
many courts exclude as unreliable differential diagnosis evidence used to
support general causation,?” although some courts will allow the testimony,
reasoning that the problems with such testimony go to weight, not
admissibility.??

While temporal order is a critical factor for specific causation, proving
a temporal relationship is not sufficient. Many courts note that merely ob-
serving that an adverse event occurred after exposure to a suspected agent
does not establish causation.?”’

Courts also question the use of analogies to “similar” chemical agents
to establish that the agent at issue also causes harm. In DeLuca v. Merrell

221 Faigman, supra note 175, at 1134-35; see also Wynacht v. Beckman Instruments, Inc.,
113 F. Supp. 2d 1205, 1209 (E.D. Tenn. 2000).

222 Bernstein, supra note 1, at 64; see also Stout & Valberg, supra note 159, at 870-71.

223 FAIGMAN ET AL., supra note 1, § 21:6; see also Stout & Valberg, supra note 159, at 863
n.272 (“[M]any courts improperly have conflated a physician’s ‘scientific’ causation analysis
with their ‘technical’ differential diagnosis and, consequently, have deferentially treated the
causation opinions of physicians, according to them a less rigorous reliability analysis than
accorded other causation scientists such as epidemiologists and toxicologists.”).

224 Bernstein, supra note 1, at 51; see also In re Bausch & Lomb Inc. Contacts Lens
Solution Prods. Liab. Litig., 693 F. Supp. 2d 515, 519 (D.S.C. 2010) (finding that differential
diagnosis satisfies Daubert only if general causation has already been established); Marsh v.
Valyou, 977 So. 2d 543, 565 (Fla. 2007) (Cantero, J., dissenting); Ranes v. Adams Labs., Inc.,
778 N.W.2d 677, 690, 693 (Iowa 2010).

225 Smith, supra note 1, at 225 (“The majority of courts hold that an expert must ‘rule in’
an agent as a potential cause of the plaintiff’s injury, then ‘rule out’ other possible causes until
only the most likely cause remains.”); Stout & Valberg, supra note 159, at 864
(“[D]ifferential diagnoses are often wrong, arguably among the least reliable of opinions al-
lowed in front of a jury.”); see also Moore v. Ashland Chem. Inc., 151 F.3d 269 (5th Cir.
1998) (en banc) (upholding district court’s exclusion of differential diagnosis for causal proof);
Cagle v. Cooper Cos. (In re Silicone Gel Breast Implants Prods. Liab. Litig.), 318 F. Supp. 2d
879, 892 (C.D. Cal. 2004) (differential diagnosis cannot demonstrate general causation).

226 See Westberry v. Gislaved Gummi AB, 178 F.3d 257, 262 (4th Cir. 1999); Zuchowicz
v. United States, 140 F.3d 381, 387 (2d Cir. 1998) (relying on differential diagnosis based on
temporal relationship to show causation). The reasoning in Zuchowicz has been heavily criti-
cized. FAIGMAN ET AL., supra note 1, § 21:8.

227 See McClain v. Metabolife Int’l Inc., 401 F.3d 1233, 1243 (11th Cir. 2005) (proving a
temporal relationship does not establish a causal relationship); Heller v. Shaw Indus., Inc., 167
F.3d 146, 154 (3d Cir. 1999).
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Dow Pharmaceuticals,” for example, the court found that evidence associ-
ating other drugs with chemical structures similar to Bendectin with birth
defects was not admissible to show that Bendectin was associated with birth
defects.?” Similarly, the court in Lofgren v. Motorola Inc.>*® concluded that
scientists did not generally accept data regarding one chemical in determin-
ing the carcinogenicity of another; it therefore excluded an expert’s testi-
mony relying on these data.?!

3. Substantial Factor Test

Some courts have responded to the multiple causation problem posed
by toxic torts by expanding the basic causation test from “but-for causa-
tion”?* to imposing liability if exposure to a toxin is proven to be a “sub-
stantial factor” in causing the injury.?** Under this more generous standard,
plaintiffs can prove causation even if other non-toxin, contributing causes
may exist.2* Courts base this test on the Restatement (Second) of Torts,
which requires plaintiffs to demonstrate that exposure to the defendant’s
toxic agent was a “substantial factor” in causing or promoting the disease.?*
If another agent is the predominant factor in bringing about the harm, how-
ever, the agent identified in the defendant’s action is not considered a “sub-
stantial factor,” and thus not the legal cause of the harm.?*® The Second
Restatement grants the factfinder discretion when dealing with multiple
causes to pick and choose among the acts that are independently sufficient to
cause the harm.?’

The Third Restatement virtually abandoned the substantial factor test
because of the confusion it engendered, and suggested that courts faced with
multiple causal factors exercise caution in determining factual causation.?*
The comments to the Third Restatement indicate that if the factfinder con-
cludes that there are two competing causes, both sufficient to cause the

2287791 F. Supp. 1042 (D.N.J. 1992), aff’d, 6 F.3d 778 (3d Cir. 1993).

29 Id. at 1054.

29 No. CV 93-05521, 1998 WL 299925 (Ariz. Super. Ct. June 1, 1998).

1 Id. at *15 (relying on the test in Frye v. United States, 293 F. 1013 (D.C. Cir. 1923),
which only allows testimony to be admitted if it is “sufficiently established to have gained
general acceptance in the particular field in which it belongs,” id. at 1014).

232 The traditional version of tort causation, commonly referred to as “but-for” causation,
is defined in the Restatement (Third) of Torts: “Conduct is a factual cause of harm when the
harm would not have occurred absent the conduct.” RESTATEMENT (THIRD) OF ToRTS: LiaB.
For PuysicaL Harwm § 26 (2010).

233 See Apolinsky & Van Detta, supra note 11, at 590.

234 Id

235 RESTATEMENT (SECOND) OF TorTs §§ 431, 433 (1965).

86 Id. § 433 cmt. d.

BT]d. §§ 433-434.

238 RESTATEMENT (THIRD) OF TorTs: LiaB. For PaysicaL Harm § 28 cmt. ¢ (2010) (sub-
stantial factor test may potentially lead juries to erroneously believe they must search for a
single or most significant factor); id. § 26 cmt. j (noting that the test has few supporters).
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harm, then both are considered factual causes.?® As the Tenth Circuit ex-
plained in June v. Union Carbide Corp.?:

the use of the word sufficient in both Restatements does not mean
that either of them would impose liability for conduct that is not a
but-for cause if only the conduct could have caused the injury.
Rather it is necessary for the plaintiff to show that the conduct (or
the causal set of which it is a necessary part) would in fact have
caused the injury.?!

Thus, the test is no different than the but-for causation test because it still
requires a showing that the harm would not have occurred absent the defen-
dant’s actions.?*?

The Third Restatement specifically rejects the use of the “substantial
factor” test in the toxic tort context because causes of diseases are much less
well understood than traditional traumatic-injury cases.”® The comments
note that many of the diseases at issue in toxic tort cases have significant
latency periods, and even known causes for some conditions may only ex-
plain a small incidence, with the majority of causes due to unknown
factors.?*

In sum, in toxic tort cases, plaintiffs bear the burden to “rule in” an
agent as the cause of the harm. But often the types of proof described above
are not sufficient:

[Clourts, bolstered by modern strict rules for the admissibility of
expert testimony, are increasingly rejecting certain categories of
expert evidence presented by plaintiffs—including testimony
based on animal studies, case reports, analogies to ‘similar’ chemi-
cals, unpublished epidemiological studies, and differential etiolo-
gies—when such testimony is misused to assert causal inferences
that the underlying studies do not support.?

291d. § 27 cmt. b.

240577 F.3d 1234 (10th Cir. 2009).

241 Id. at 1243 (discussing both but-for and substantial factor tests); see also RESTATEMENT
(THirD) oF TorTs: LiaB. For PHYsicAL HarM § 27 cmt. e illus. 2 (2010).

242 RESTATEMENT (THIRD) OF TorTs: LiaB. For PHysicaL Harm § 26 cmt. j (2010). The
Third Restatement posits that the only situation where the substantial factor test may be useful
is when there are “multiple sufficient causes”; in other words, where several causal factors
occurred simultaneously and each was sufficient to cause the total harm, such as the classic
two simultaneous fires situation. Id.

243 See id. § 27 cmt. g.

24 Id. Since Restatements are highly influential on courts, it can be expected that courts
will be influenced by the Third Restatement’s abandonment of the substantial factor test in the
toxic tort area. See CHRISTINA KUNZ ET AL., THE PROCESs oF LEGAL RESEARCH 126 (7th ed.
2008) (“Restatements are widely viewed as the most authoritative commentary and . . . courts

. . routinely cite and . . . adopt Restatement rules.”).

2% Bernstein, supra note 1, at 69 (discussing use of various types of unreliable causation

evidence in toxic tort cases).
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In cases in which only such evidence is offered, courts rule that plaintiffs
have failed to make out a prima facie case of causation.

As the legal framework on causal proof in the toxic tort area became
more demanding, the jurisprudence developed by the Federal Circuit for off-
Table claims applied in vaccine cases moved in a different direction. Instead
of tightening requirements of causal proof, it lowered the demands placed on
the petitioner, reflecting the judgment that it is better to have false positives
(allowing compensation of non-victims) than false negatives (failing to com-
pensate victims of vaccines) to incentivize vaccinations. As a result, the ju-
risprudence suggests that linking injury to particular doses of a vaccine in
the vaccine courts may be qualitatively unlike demonstrating vaccine injury
causation from a scientific perspective.

IV. Proor or CaUsSe-IN-FacT IN OFF-TABLE CLAIMS

The development of the applicable legal standards for sufficiency of
causal proof in off-Table cases is a story of mixed signals from the Federal
Circuit, ranging from requiring only a minimal showing of medical opinion
and circumstantial temporal evidence to mirroring the more stringent stan-
dards developed in traditional toxic tort cases. These cases depart from re-
quiring proof of the traditional elements of general and specific causation,
often conflating the two elements, presumably because of the lack of hard
science in the area.?*® This has only deepened the confusion concerning the
relationship between vaccine program claims and traditional tort law.

Decisions of the Federal Circuit divide into two different lines: (1) the
early cases, particularly Grant v. Secretary of Health & Human Services,”*
which required the petitioner to meet a three-part test to prove causation in
fact, and Shyface v. Secretary of Health & Human Services,*® which re-
quired petitioners to show that the vaccine is both a “but-for cause” of the
injury and a “substantial factor in bringing about the injury[;]”** and (2)
later cases reacting to the special master’s decision in Stevens v. Secretary of
Health & Human Services.>® In that case, then-Chief Special Master
Golkiewicz proposed a more stringent five-prong test for establishing causa-
tion in off-Table injury claims.?' The Federal Circuit swiftly rejected this
view in Althen v. Secretary of Health and Human Services (Althen I11)*? and
its progeny. In these later cases, the Federal Circuit re-imposed on petition-
ers a three-part evidentiary test: “(1) a medical theory causally connecting

246 See generally Strong, supra note 19, at 445.

247956 F.2d 1144, 1148-49 (Fed. Cir. 1992).

248165 F.3d 1344 (Fed. Cir. 1999).

2 Id. at 1352.

259 No. 99-594V, 2001 WL 387418 (Fed. CI. Mar. 30, 2001).

21 See infra notes 318-322 and accompanying text.

252 Althen v. Sec’y of Health & Human Servs. (Althen III), 418 F.3d 1274 (Fed. Cir.
2005).
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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 vaccination and injury.”>3 In
reestablishing this test, the Federal Circuit signaled that the special masters
should err on the side of compensation and not be bound by traditional tort
standards for causal proof.

The major developments since Althen relate to the sufficiency of the
evidence under each part of the more relaxed Althen test, the interrelation of
the three parts of the test, and the identification of the point at which the
evidentiary burden shifts from the petitioner to the respondent.>* Of particu-
lar importance is the Federal Circuit’s latest decision, Moberly ex rel. Mo-
berly v. Secretary of Health & Human Services,> in which it has seemingly
changed course again, suggesting that the relaxed presumptions applicable to
Table injuries may not satisfy causal proof for non-Table claims and that
traditional tort standards should apply.>®

The constant changes to the Federal Circuit causation standards as well
as the lack of clarity as to the information considered to determine whether
the standard has been met have left the area in disarray. At its inception, the
vaccine program was not driven by the same policy concerns as those found
in tort law—or at least not to the same extent.>’ Accordingly, the decisions
moved away from the traditional tort approach, with its emphasis on correc-
tive justice and deterrence, to a broad-based system of categorical compen-
sation, with its focus on insurance notions of pooling resources. To clarify
the jurisprudence and return to the Vaccine Act’s original objectives, this
Article proposes that the Vaccine Act needs to be amended to remove the
terminology of “causation,” along with the tort concepts it imports, and re-
place it with an intermediate proof standard.

A. Early Developments

In one of the earliest Federal Circuit decisions on causal proof in off-
Table cases, Hines v. Secretary of Health & Human Services,® the court

23 Id. at 1278.

24 This Article does not address the petitions claiming that vaccinations cause autism.
These claims are part of the largest omnibus proceeding in the history of the Vaccine Act and
are being treated like a class action. See Dwyer v. Sec’y of Health & Human Servs., No. 03-
1202V, 2010 WL 892250, at *2 (Fed. Cl. Mar. 12, 2010); Autism General Order No. 1, 2002
WL 31696785, 2002 U.S. Claims LEXIS 365 (Fed. Cl. Spec. Mstr. July 3, 2002) (outlining
procedure for handling approximately 5,000 petitions alleging that certain childhood vaccines
were causing Autism Spectrum), available at http://www.uscfc.uscourts.gov/node/2718.

25592 F.3d 1315 (Fed. Cir. 2010).

26 Id. at 1322.

27 See Apolinsky & Van Detta, supra note 11, at 573 (Congress created NCVIA “with an
eye toward purely instrumentalist goals like widespread vaccination levels and protection of
vaccine manufacturers that facilitate continued production of vaccines,” as well as ensuring
compensation to victims of vaccines.).

28940 F.2d 1518 (Fed. Cir. 1991).
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defined the issue before the special master as “whether the evidence submit-
ted by the petitioner warranted a conclusion that the vaccine caused the in-
jury.”?? Relying on the arbitrary and capricious standard of review, the
Hines court made clear that just what type of evidence—and how much of
it—a petitioner had to present to merit such a conclusion generally was left
to the special master’s discretion.?® In another early pivotal decision, Grant
v. Secretary of Health and Human Services,*' the Federal Circuit laid out a
more specific, three-part test to prove causation in fact: petitioners had to (1)
“show a medical theory causally connecting the vaccination and the injury”;
(2) offer “proof of a logical sequence of cause and effect showing that the
vaccination was the reason for the injury”; and (3) support the “logical se-
quence of cause and effect” with a “reputable medical or scientific explana-
tion.”?¢2 Once the petitioner satisfied these elements, the special master had
to evaluate whether, based on a preponderance of the evidence, factors not
related to the vaccine caused the injury.?®® Thus, under Grant, an award of
compensation required two findings by the special master: causation-in-fact
and the absence of an alternative cause of injury.?** Although the burden
clearly fell on the petitioner to establish causation-in-fact, the courts strug-
gled with whether the petitioner or the respondent bore the burden of prov-
ing the absence of an alternative etiology.?

Later cases relied heavily upon the Grant framework for causal proof
requirements. These cases, borrowing from the general causation factor in
toxic tort cases, viewed the first factor, demonstrating a medical theory link-
ing the vaccine to the injury, to require the petitioner to establish that the
vaccine can in theory cause the injury suffered.?®® The second factor, show-
ing a “logical sequence of cause and effect” between the vaccine and the
injury by applying the proffered medical theory,?” bridged the connection

29 Id. at 1527.

260 Id. at 1528 (stating that the arbitrary and capricious standard applies in reviewing spe-
cial masters’ decisions and that this standard is highly deferential); see also Hodges v. Sec’y of
Health & Human Servs., 9 F.3d 958, 961 (Fed. Cir. 1993) (calling the deferential standard
“especially apt in a case in which the medical evidence of causation is in dispute”); McCarren
v. Sec’y of Health & Human Servs., 40 Fed. ClL. 142, 150 (1997) (explaining that a special
master “has broad discretion in determining credibility and drawing factual conclusions”).

261956 F.2d 1144 (Fed. Cir. 1992).

262 Jd. at 1148 (award granted for injury from Quadrigen version of DPT vaccine).

203 Id. at 1149.

264 Id. at 1149-50.

265 See Jay v. Sec’y of Health & Human Servs., 998 F.2d 979, 984 (Fed. Cir. 1993) (peti-
tioners entitled to judgment as matter of law where HHS presented no evidence of alternative
causation); McCarren, 40 Fed. Cl. at 150 (petitioner did not adequately refute alternative cau-
sation). See generally Stevens v. Sec’y of Health & Human Servs., No. 99-594V, 2001 WL
387418, at *21-23 (Fed. Cl. Mar. 30, 2001) (describing cases with differing views on peti-
tioner’s burden).

26 See Shyface v. Sec’y of Health & Human Servs., 165 F.3d 1344, 1353 (Fed. Cir. 1999);
McCarren, 40 Fed. Cl. at 150.

267 See Knudsen v. Sec’y of Health & Human Servs., 35 F.3d 543, 548 (Fed. Cir. 1994);
Jay, 998 F.2d at 984; Grant, 956 F.2d at 1148; Hines v. Sec’y of Health & Human Servs., 940
F.2d 1518, 1525 (Fed. Cir. 1991).
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from the theoretical to the injury in the claim at hand, and was similar to the
specific causation factor of toxic tort cases. To satisfy this second factor,
petitioners often had to demonstrate a temporal link between the vaccine and
the injury and eliminate alternative causes of the injury.?*® Merely meeting
one or both of these criteria was not enough to establish a preponderance of
the evidence, however.?® The third factor, “reputable” medical or scientific
support, indicated that a petitioner must provide reliable evidence to support
the second factor,? but the test for reliability was not clearly defined.

Under these cases, appellate review emphasized the broad discretion
accorded the special masters, and the outcome of off-Table claims depended
almost entirely on the special masters’ acceptance and individualized weigh-
ing of evidence with regard to causation.””! On review, the Federal Circuit
examined three factors: whether the special master (1) “considered the rele-
vant evidence of record”; (2) had “drawn plausible inferences”; and (3) “ar-
ticulated a rational basis for the decision.”?” If the special master performed
all three tasks, reversible error would be “extremely difficult to
demonstrate.”?”

Given the broad discretion and high degree of appellate deference af-
forded the special masters, it is difficult to discern consistent patterns of
sufficiency of evidence standards in early Federal Circuit off-Table cases.
Some consistencies did surface, however. The best evidence—pathological
markers?’*—was considered virtually dispositive from the start; but most
vaccines simply leave no such footprints.?”> Similarly, these early cases gave

28 See Grant, 956 F.2d at 1149-50 (“As a precondition to compensation, the Vaccine Act
requires, in addition to a Table Injury or causation in fact, the absence of alternative causes.”).

2% See Hodges v. Sec’y of Health & Human Servs., 9 F.3d 958, 960 (Fed. Cir. 1993)
(finding that “the absence of an alternative cause of injury does not meet the affirmative duty
to show causation”); Grant, 956 F.2d at 1148 (“Temporal association is not sufficient . . . to
establish causation in fact.”).

20 Hodges, 9 F.3d at 961; Jay, 998 F.2d at 984; Grant, 956 F.2d at 1148.

271 See, e.g., Lampe v. Sec’y of Health & Human Servs., 219 F.3d 1357, 1360 (Fed. Cir.
2000). Lampe is a significant decision. Petitioners argued that because the inoculated child was
healthy before a DPT series began, because no other cause had been identified for her seizures,
and because she experienced a seizure within one week of her third DPT shot, the evidence
sufficed to show cause-in-fact. Id. at 1368. Over a vigorous dissent, the Federal Circuit found
that although “a finder of fact might well have been persuaded” this constituted sufficient
proof of cause-in-fact, the special master’s conclusion to the contrary was not “arbitrary or
capricious.” Id.

272 Hines, 940 F.2d at 1528.

273 1d.

274 Pathological markers are unique patterns of injury that identify the injury as stemming
from a specific causative agent. See Stevens v. Sec’y of Health & Human Servs., No. 99-594V,
2001 WL 387418, at *12 (Fed. Cl. Mar. 30, 2001) (citing examples of markers “as evidence of
polio contracted from the oral polio vaccine or . . . as evidence of a rubella-related
arthropathy”).

5 1d. at *14.
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great weight to epidemiological studies demonstrating a relative risk greater
than 2.0, similar to the toxic tort arena.2’®

Given the limited availability of these two forms of evidence, however,
petitioners turned to weaker “circumstantial” evidence to prove causation,
such as animal studies, case reports, treating physician testimony, medical
textbooks, and comparable biological mechanisms.?”” Special masters strug-
gled with how to evaluate such evidence, and, in applying the Grant test, the
special masters applied inconsistent standards to the same kinds of evidence
and reached inconsistent results.?’® They also struggled with what combina-
tions of evidence sufficiently demonstrated causation.”’”” Another issue on
which the vaccine courts did not agree was whether the petitioner had to
proffer a precise biological or immunological mechanism that explained how
the injury arose from the vaccine.??

The Federal Circuit’s response to the special masters’ confusion did
nothing to alleviate it. Instead, the Federal Circuit emphasized the special
masters’ discretion by stressing the importance of looking at the totality of
evidence in determining causation.?®' In Jay v. Secretary of Health & Human
Services,” for example, the Federal Circuit reversed a grant of summary
judgment to the government, remanding the case for an award of compensa-
tion.”®> The petitioners alleged that a DPT vaccination caused en-
cephalopathy, which in turn led to their son’s death.?®* The special master
held that the medical expert could not establish encephalopathy based only
on the prolonged crying that followed the vaccine,?® but the Federal Circuit

276 Id. at *13 (citing use of National Childhood Encephalopathy Study in context of DPT-
related injuries); Liable v. Sec’y of Health & Human Servs., No. 98-120V, 2000 WL 1517672,
at *12 (Fed. Cl. Sept. 7, 2000).

277 See Stevens, 2001 WL 387418, at *14.

278 Id. at *15-16 (listing inconsistencies in weight assigned to animal studies, case reports,
peer-reviewed evidence and treating physicians’ opinions). For example, some special masters
found that opinions of treating physicians should be given considerable weight, even to sup-
port a novel claim. See, e.g., Rogers v. Sec’y of Health & Human Servs., No. 94-0089V, 2000
WL 1337185, at *13 (Fed. Cl. June 6, 2000); McMurry v. Sec’y of Health & Human Servs.,
No. 95-682V, 1997 WL 402407, at *9 (Fed. Cl. June 27, 1997). Others found that clinical
diagnosis alone may not be sufficient to show causation. See, e.g., O’Leary v. Sec’y of Health
& Human Servs., No. 90-1729V, 1997 WL 254217, at *3 (Fed. Cl. Apr. 17, 1998).

21 See Stevens, 2001 WL 387418, at *20 (citing examples of inconsistent results reached
with various combinations of evidence).

20 Id. at *21 (citing cases trying to reconcile Grant’s requirement of showing a “logical
sequence of cause and effect” without contravening Knudsen’s caution that the precise details
of the mechanics of injuries are not required).

281 See Hines v. Sec’y of Health & Human Servs., 940 F.2d 1518 (Fed. Cir. 1991); see also
Golub v. Sec’y of Health & Human Servs., No. 99-5161, 2000 U.S. App. LEXIS 24858, at *13
(Fed. Cir. Oct. 3, 2000) (finding that “the special master abused her discretion by failing to
consider the totality of the evidence”).

282998 F.2d 979 (Fed. Cir. 1993).

283 Id. at 980.

284 1d. at 984. Petitioners also pursued the claim as a Table claim for encephalopathy
within three days of vaccination, which the Federal Circuit held should also have been granted
summary judgment. Id.

285 Id. at 981.
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ruled that the special master failed to consider the evidence as a whole, par-
ticularly the temporal association and the fact that a death occurred.?® It held
that the petitioners were entitled to compensation:

The undisputed facts of record . . . include that an otherwise
healthy child received a DPT shot; the DPT shot caused fever,
directly or indirectly limpness, and intermittent inconsolable ex-
tended screaming; the child missed his normal nightly feeding; the
child died within 18 hours of the shot; the autopsy was inconclu-
sive; and a medical expert testified, uncontradicted, that the DPT
shot caused the death, the medical theory being that an en-
cephalopathy occurred . . . . We therefore hold as a matter of law
that on the undisputed facts of record a reasonable person could
not conclude that the Jays failed to prove that the DPT vaccine was
the likely cause of Matthew’s death.?s’

Because the government did not dispute any of the petitioners’ evidence, the
medical records, the autopsy report, the parents’ testimony, and medical ex-
pert testimony were sufficient to prove causation-in-fact.?®® The Federal Cir-
cuit thus indicated that the floor for sufficiency on an off-Table claim was
low and highly contextual, and the government’s lack of evidence could sup-
port the petitioner’s claim in favor of finding causation.

The Federal Circuit also resisted efforts to apply Daubert to test expert
testimony. For example, in Golub v. Secretary of Health & Human Ser-
vices,?® petitioner alleged that a DPT vaccination caused meningitis, which
in turn caused a seizure disorder, developmental delay, and cortical dam-
age.?” The special master denied compensation because petitioner’s theory,
although plausible, did not “rise to the level of scientific reliability.”?! The
special master dismissed evidence of a temporal relationship, animal studies,
and studies involving HIV patients, and dismissed a study involving children
because it was not peer-reviewed or published.?> Eschewing application of
Daubert standards to this context, the Federal Circuit countered that a peti-
tioner’s expert theory on causation only had to be “reasonably reliable” and
did not need to “rise to the level of being a scientific certainty.””? The court
clarified that “while a proximate temporal association alone does not estab-
lish a causal link between the vaccination and the injury, where a strong
temporal relationship exists, the additional showing of a reasonable medical

26 Id. at 983.

27 1d. at 984.

28 Id. at 981, 984.

289 No. 99-5161, 2000 U.S. App. LEXIS 24858 (Fed. Cir. Oct. 3, 2000).

20 Id. at *2-3.

21]d. at *7.

22 Id. at *11.

23 Id. at *5. However, special masters were allowed to rely on Daubert “as a tool or
framework for conducting the inquiry into the reliability of the evidence.” Terran v. Sec’y of
Health & Human Servs., 195 F.3d 1302, 1316 (Fed. Cir. 1999).
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theory causally connecting the vaccination and the injury would suffice to
establish a causal link.”?%

Finally, the Federal Circuit relied on the confusing substantial factor
test from the Second Restatement of Torts when more than one suspected
causal factor existed. In Shyface v. Secretary of Health & Human Services,”
for example, the petitioner’s expert testified that the combination of the DPT
vaccine and an unrelated factor—E. coli pneumonia—caused death.?® The
expert testified that the death would not have occurred had only one of the
factors been present and that it could not be determined which factor con-
tributed more to the death.?”” The government’s expert disagreed, testifying
that the E. coli infection alone caused the death.?® The special master denied
compensation because the petitioners could not prove that the vaccine
caused the death, and the Court of Federal Claims upheld the denial, re-
quiring the petitioners to establish the vaccine as the “predominant cause”
of death to prevail.>® On appeal, the petitioners argued for a broader causal
test requiring them to establish only that the vaccine was a “but-for,” not the
“predominant,” cause of death.’ The Federal Circuit stated that “the Vac-
cine Act’s requirement of causation in non-Table cases was not viewed as
distinct from causation in the tort law’3? and “adopt[ed] the [Second] Re-
statement rule for purposes of determining vaccine injury, that an action
[was] the ‘legal cause’ of harm if that action is a ‘substantial factor’ in bring-
ing about the harm, and that the harm would not have occurred but for the
action.”® Because, in the Federal Circuit’s estimation, the “undisputed”
facts established that the DPT vaccine was both a substantial factor and a
but-for cause of the death, the court held that the petitioners were entitled to
compensation.’%

Thus, the Federal Circuit’s jurisprudence gave minimal guidance to the
special masters on the type and amount of causal proof to demand of peti-
tioners and ignored the developments occurring in the tort context for causal
proof. This lack of guidance resulted in disarray in the program.

B. The Stevens Decision

Twelve years into the program, special masters still reached inconsis-
tent results regarding claims involving the same vaccine and similar inju-

2% Golub, 2000 U.S. App. LEXIS 24858, at *12-13.
295165 F.3d 1344 (Fed. Cir. 1999).
26 Id. at 1345-46.

27 Id. at 1346-47.

28 Id. at 1346.

29 Id. at 1347.

30 Id. at 1348.

301 Id

32 1d. at 1351.

35 Id. at 1352.

304 Id. at 1353.
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ries.’® Given the uncertainty regarding causal proof, adjudication of cause-
in-fact cases continued to get costlier and lengthier.** Faced with a system
that did not appear to meet a main purpose of the Act—to compensate vac-
cine victims “quickly, easily, and with certainty and generosity”*"—as well
as a Congress that did not amend the Act even after focusing on the causal
proof issue in an oversight hearing,’*® Chief Special Master Golkiewicz, who
had been involved with the program since its inception, undertook to clarify
the standards for deciding cause-in-fact cases in Stevens v. Secretary of
Health & Human Services.>”

In Stevens, the petitioner claimed that a hepatitis B vaccination caused
transverse myelitis.’!'® In a motion for summary judgment, she argued that
the vaccine generally could cause myelitis®'! and did cause it in her case. She
pointed to the temporal relationship between two separate vaccinations in
the series and the onset of her symptoms—eight days after the first vaccina-
tion and nine days after the second—which she alleged was consistent with
a demyelinating disorder.’'> She presented her medical records to show that
there was no likely alternative cause for her injury,’'3 as well as her treating
neurologist’s opinion to support a probable causal link between the vaccine
and her illness.’'* The Chief Special Master, while carefully limiting his
holding to the facts in the case, denied the petitioner’s motion for summary
judgment, finding disputed issues on medical plausibility, temporal relation-
ship, and absence of alternative causes.?'”

Frustrated with the lack of consistency in sufficiency standards, how-
ever, the Chief Special Master moved beyond the case to analyze the con-
flicting law on causal proof and to propose a test closer to toxic tort
sufficiency standards.?'® By introducing a five-prong test, the Chief Special
Master hoped to set an evidentiary standard that would meet the statutory
goal to expeditiously and fairly decide causation-in-fact cases.’"’

395 Stevens v. Sec’y of Health & Human Servs., No. 99-594V, 2001 WL 387418, at *11
(Fed. Cl. Mar. 30, 2001).

36 Id at *7.

307 See H.R. Rep. No. 99-908, at 3 (1986), reprinted in 1986 U.S.C.C.A.N. 6344, 6347.

308 See supra notes 134—150 and accompanying text.

392001 WL 387418, at *11-12.

MO Id. at *1.

311 To show general causation, the petitioner relied on a study where four cases of trans-
verse myelitis were reported following hepatitis B vaccinations, a report by the IOM finding
several cases of transverse myelitis following vaccines, including the hepatitis B vaccine, and
the manufacturers’ package inserts listing transverse myelitis as a possible side effect of the
hepatitis vaccine. Id. at *2. In addition, she argued that it is “biologically plausible” that the
hepatitis B vaccine can cause transverse myelitis. /d.

312 Id

33 1d. at *3.

314 Id

35 1d. at *6.

M6 Id. at *27.

M7 1d. at *8.
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Under the Stevens test, a petitioner would meet the preponderance test
only by providing proof of the following: (1) plausibility of the biologic
mechanism;*'® (2) confirmation of medical plausibility from the medical
community and literature;*"® (3) an injury recognized by the medical plausi-
bility evidence and literature;’?° (4) a medically accepted temporal relation-
ship between the vaccination and the onset of the alleged injury;**' and (5)
elimination of other causes.’?> The first two prongs were designed to demon-
strate general causation while the last three prongs involve proving specific
causation—the vaccine actually caused this harm to this petitioner. The Ste-
vens prongs apply some of the Daubert threshold standards for testing scien-
tific evidence in this context, particularly with regard to peer-reviewed
literature, but on the whole are not as stringent as causal proof requirements
in toxic tort cases.

To meet the general causation standard, the Stevens test required proof
of some association between the vaccine and the injury. To satisfy the first
prong of the Stevens test, petitioners could use scientific, medical, or other
literature to establish the “biologic mechanism” by which the vaccine could
cause the injury.?? The literature did not need to link the vaccine itself with
the injury, but it needed to associate a component of the vaccine with the
injury.’

Building on this proof, the petitioner then had to demonstrate under
prong two that the scientific or medical community had moved beyond the
theoretical to link the vaccine to the injury.’” Prong two required only that
“the medical community is seeing and reporting a suspected or potential
association” between the vaccine and the injury; it did not demand irrefuta-
ble scientific studies.’?® Significantly, however, this prong required that the
proof of an association between the vaccine and the injury must appear in
peer-reviewed literature,’? including “epidemiological studies, animal stud-
ies, case series, case reports, anecdotal reports, journal articles, manufactur-
ing disclosures, Physician Desk Reference citations, and institutional
findings.”3?

318 Id. at *23.

39 Id. at *24.

320 Id. at *25.

321 Id

322 Id. at *26.

3B Id. at *22.

324 Id. at *23.

325 Id

326 Id. at *24.

37 Id. at *18.

38 Id. at *24. Not all the items listed are peer-reviewed publications, such as manufactur-
ing disclosures and the Physician Desk Reference. Cf. id. at *17-18 (noting inconsistent reli-
ance by special masters on unpublished or non-peer-reviewed evidence).
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Proof of specific causation under prong three—that the petitioner actu-
ally suffered the particular injury in question’”—generally could be met
through the petitioner’s medical records.?*°

To meet prong four, the critical factor of onset, petitioner needed to
produce peer-reviewed literature to establish the medically acceptable time
frame®! and show that the temporal relationship between the date of vacci-
nation and the onset of injury fit within the medically acceptable time
frame.’*> Merely proving that the injury occurred after the vaccination was
not enough to satisfy this prong.33

The final prong of the Stevens test placed the burden on the petitioner to
disprove alternative causes by requiring the petitioner to “affirmatively
demonstrate by a preponderance of the evidence that there is no reasonable
evidence that an alternate etiology is the more probable cause of the alleged
injury.”** Under this prong, a petitioner had to supply evidence from a treat-
ing physician that “reasonable efforts” were made to “rule out known alter-
nate causes.”?* However, a petitioner did not need to “eliminate potential
unknown, unidentified, speculative, unapparent, or spontaneous causes with
or without a subclinical nature.”3%*

Thus, Stevens attempted to lay out the requirements for meeting a pre-
ponderance of the evidence burden for causation, most significantly requir-
ing some form of peer-reviewed literature to demonstrate both an association
between the vaccine and the injury and a medically accepted temporal rela-
tionship. The Chief Special Master’s attempt to create uniform standards for
determining the sufficiency of causal proof demonstrates the influence of
Daubert and a move toward “harder science.”

C. Reversal of Stevens Under the Althen Trilogy and Beyond

The reaction of the Federal Circuit to Stevens was swift and direct; it
used its review of the next series of vaccine cases, including Stevens, to hold
that the Stevens test developed by the vaccine court was too demanding and
in contravention of the Vaccine Act.’’ The Federal Circuit attempted to clar-
ify two major issues: (1) the petitioner’s burden to provide sufficient evi-

39 Id. at *25.

330 Id

331 Id

32 Id. at *25-26.

33 Id. at *25.

34 1d. at *26.

335 Id. Acceptable evidence included “oral testimony, written reports, and/or contempora-
neous medical records showing the completion of a differential diagnosis.” Id.

36 Id. Overall, the Chief Special Master stressed that the five-prong test was flexible and
that criteria might be adjusted to meet the needs of each case. Id. at *37. He also indicated that
petitioners should not view the criteria as limiting—petitioners could present additional evi-
dence if necessary. Id.

37 Althen III, 418 F.3d 1274, 1281 (Fed. Cir. 2005). The Stevens decision ultimately re-
ceived direct review, with the same result. Stevens, 2001 WL 387418.
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dence of general and specific causation; and (2) whether disputing
alternative causes was part of the petitioner’s case in chief or part of the
government’s rebuttal. In particular, it made clear that the treating physi-
cian’s testimony is critical evidence, but that empirical data are not required
to make out a claim.?*® It also indicated that collapsing the inquiry of general
and specific causation is appropriate in the Vaccine Fund context.’?

1. Sufficiency of Evidence for General and Specific Causation

In Althen v. Secretary of Health & Human Services (Althen I),** the
Chief Special Master had denied the petitioner, Althen, compensation be-
cause she could not meet prong two of the Stevens test, namely, recognition
in the medical or scientific community of a general causal link between the
vaccine and her injury.’*' Althen alleged a tetanus toxoid vaccination caused
her optic neuritis and acute-disseminated encephalomyelitis.’*?> To establish a
medically plausible biologic mechanism, Althen’s expert witness testified
that once T cells** respond to a component of the vaccine, T cells may then
mistakenly respond to other antigens in the body, causing disorders like Al-
then’s.’* Although Chief Special Master Golkiewicz found that Althen
“clearly” satisfied prong one of the Stevens test,** he found that she did not
meet prong two because she failed to present sufficient evidence of recogni-
tion in the medical community of general causation, linking her type of in-
jury to the tetanus toxoid vaccine.’*® He stated:

It is the satisfaction of this second prong which moves petitioner’s
case beyond the theoretical causative connection towards the
realm of probable or preponderance. Without proof that the theo-
retical has risen to the extent of recognition or confirmation within
the medical community or literature, petitioner’s case is, at best,
speculative.’#

338 See infra notes 350-351 and accompanying text.

339 See infra notes 350-384 and accompanying text.

340 Althen v. Sec’y of Health & Human Servs. (Althen I), No. 00-170V, 2003 U.S. Claims
LEXIS 163 (Fed. Cl. June 3, 2003).

3 Id. at *65.

M2 1d. at *1.

33T cells belong to a group of white blood cells known as lymphocytes and are active in
controlling the immune response and attacking infections. See WEBSTER’S MED. DICTIONARY,
www.medterms.com (last visited Feb. 15, 2011).

34 Althen I, 2002 U.S. Claims LEXIS 163, at *14.

35 Id. at *42.

36 Id. at *56.

37 Id. at *59.
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Accordingly, the Chief Special Master denied Althen compensation.**® The
Court of Federal Claims, finding that the test went beyond the bounds of the
Act, reversed and remanded the decision (Althen II).3%

On appeal, the Federal Circuit found that the Act specifically allows
medical opinion to satisfy the preponderance test and that requiring peer-
reviewed medical literature, even to prove general causation under prong
two of the Stevens test, contravenes the statute: “This prevents the use of
circumstantial evidence envisioned by the preponderance standard and ne-
gates the system created by Congress, in which close calls regarding causa-
tion are resolved in favor of injured claimants.”?® Thus, the Chief Special
Master’s requirement of peer-reviewed literature to establish theoretical cau-
sation was unduly restrictive.

By removing the need for peer-reviewed literature and relying on cir-
cumstantial clinical evidence, the court virtually eliminated any evaluation
of the reliability of scientific testimony based on the Daubert factors and
seemingly suggested that no empirical data are required to prove general
causation. It strongly signaled that the sufficiency standard was lowered
under the Vaccine Act as compared to traditional evidence law to ensure that
more petitioners receive compensation, even if it meant that claimants not
harmed by vaccines similarly benefited.

Modifying the test from Grant, the court stated that the petitioner need
only satisfy three elements: “(1) a medical theory causally connecting the
vaccination and the injury; (2) a logical sequence of cause and effect show-
ing that the vaccination was the reason for the injury; and (3) a showing of a
proximate temporal relationship between vaccination and injury.”®' The
Federal Circuit clarified that the petitioner does not need to show that the
vaccination was the sole cause or predominant cause, but needs to show only
that the vaccination was a “but-for” cause of the injury and a “substantial
factor in bringing about the injury.”?>? After satisfying these elements, the

M8 Id. at *65.

349 Althen v. Sec’y of Health & Hum. Servs. (Althen II), 58 Fed. Cl. 270, 287 (2003).
Specifically, the court explained that prong one lowers the burden of proof by requiring only
plausibility, not preponderance, id., prong two both increases the burden of proof by requiring
peer-reviewed literature and lowers it by requiring only a suspected link, id. at 284, and prong
three fails because it relies on prongs one and two, id. at 285. The Act does not require peer-
reviewed literature to meet the preponderance test, so denying Althen compensation was con-
trary to law. Id. at 284. Furthermore, the court held that Althen met her statutory burden by
“proffer[ing] reliable medical records, a reputable medical opinion, a logical sequence of
cause and effect, and a medical theory causally connecting the vaccination to the onset and
development of her ‘demyelinating illness’” and thus found that she was entitled to compensa-
tion. Id. at 286-87.

330 Althen III, 418 F.3d 1274, 1280 (Fed. Cir. 2005).

31 1d. at 1278. The Federal Circuit changed the third prong of the Grant test, which had
required petitioner to support the “logical sequence of cause and effect” with a “reputable
medical or scientific explanation.” See supra note 262 and accompanying text.

352 Althen II1, 418 F.3d at 1278 (quoting Shyface v. Sec’y of Health & Human Servs., 165
F.3d 1344, 135253 (Fed. Cir. 1999)).
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petitioner is entitled to compensation unless the government establishes by a
preponderance of the evidence an alternative cause of injury.’>
In language that has become iconic, the Federal Circuit explained:

While this case involves the possible link between TT vaccination
and central nervous system injury, a sequence hitherto unproven in
medicine, the purpose of the Vaccine Act’s preponderance standard
is to allow the finding of causation in a field bereft of complete
and direct proof of how vaccines affect the human body.**

Further, meeting the preponderance standard permits the use of circumstan-
tial evidence that relies on clinical records or medical opinion rather than
scientific evidence.?> Thus, the Federal Circuit came down squarely on the
side of lowering sufficiency standards, especially with regard to demonstrat-
ing general causation—even in the absence of hard science—to meet the
policy goals of compensation and ensuring the continuation of vaccine pro-
duction by protecting the industry from liability. Importantly, the court devi-
ated from the statutorily mandated burden of preponderance—more likely
than not—in its attempt to resolve close calls in favor of the petitioner.
The first application of the three-pronged Althen test to reach the Fed-
eral Circuit for review was Capizzano v. Secretary of Health & Human Ser-
vices.?* In Capizzano, Chief Special Master Golkiewicz applied both the
Stevens criteria—because it had not yet been overturned by the Federal Cir-
cuit—as well as the criteria devised by the Court of Federal Claims in Althen
I to reject the claimant’s position.>>” The petitioner claimed that the hepatitis
B vaccine caused her to suffer from rheumatoid arthritis.>*® Based on rechal-
lenge evidence®” in other injectees (the petitioner did not suffer rechallenge
effects herself), the Chief Special Master concluded that the hepatitis B vac-
cine can, in general, cause rheumatoid arthritis, thus satisfying the first
prong of Althen.’®® The petitioner also met the third prong—temporal rela-
tionship—to the Chief Special Master’s satisfaction.’*' But the Chief Special
Master interpreted prong two—the “logical sequence of cause and effect”—
as requiring one of the following four forms of evidence: (1) epidemiologi-

33 Id. at 1278.

3 Id. at 1280.

35 Id. at 1279-80.

336 440 F.3d 1317 (Fed. Cir. 2006).

37 Id. at 1324. The briefing in Capizzano’s appeal to the Federal Circuit was completed
after the Court of Federal Claims’ decision in Althen II but before the decision was rendered by
the Federal Circuit. Id.

38 Id. at 1320.

339 “Rechallenge evidence” occurs when an individual has an adverse reaction to a vac-
cine and then suffers worsened symptoms after receiving a second vaccine in a series. Id. at
1322.

30 Id. As the Chief Special Master explained, rechallenge cases are “such strong proof of
causality that it is unnecessary to determine the mechanism of cause—it is understood to be
occurring.” Id.

31 Id. at 1326.
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cal studies; (2) rechallenge in the petitioner; (3) presence of pathological
markers or genetic predisposition; or (4) general acceptance in the medical
and scientific communities that the vaccine can cause the injury.’®> Lacking
peer-reviewed medical literature, the Special Master denied petitioner com-
pensation despite the treating physicians’ diagnoses attributing her rheuma-
toid arthritis to the hepatitis B vaccine.’®® The Court of Federal Claims
affirmed.’*

The Federal Circuit vacated the decision and remanded the case, mak-
ing clear that the Chief Special Master had demanded too much proof from
petitioners to meet the second prong requirement.’*> According to the court:

“A logical sequence of cause and effect” means what it sounds
like—the claimant’s theory of cause and effect must be logical
. ... As far as the second prong is concerned, in our view, the
chief special master erred in not considering the opinions of the
treating physicians.3%

Accordingly, treating physicians’ testimony based primarily on temporal
proximity between the vaccination and injury could be used to demonstrate
specific causation under both prongs two and three.’*’ The physicians’ reli-
ance on the temporal proximity between vaccination and injury (prong three
evidence) did not disqualify their diagnoses that the hepatitis B vaccine
caused Mrs. Capizzano’s rtheumatoid arthritis (prong two evidence).’

Thus, the showing petitioners must make to prove specific causation
was rendered quite minimal—it can be based on treating physician testi-
mony that in turn is based solely on temporal proximity to the inoculation.
Recognizing how low the standard of proof had become, the Federal Circuit
explained that the second Althen prong is “not without meaning,” and de-
pends on the nature of the individual claim, submitting that:

A claimant could satisfy the first and third prongs without satisfy-
ing the second prong when medical records and medical opinions
do not suggest that the vaccine caused the injury, or where the
probability of coincidence or another cause prevents the claimant
from proving that the vaccine caused the injury by preponderant
evidence.’®

362 Id

33 Id. at 1323.

34 Id. (quoting Capizzano v. Sec’y of Health & Human Servs., 63 Fed. Cl. 227 (2004))
(The Court of Federal Claims observed that “[g]iven the number of persons receiving hepati-
tis B vaccine and the percentage of the population developing RA, there are bound to be
persons receiving the vaccine who would, in any event, develop RA.”).

35 Id. at 1327-28.

36 Id. at 1326.

367 Id

368 Id

39 1d. at 1327.
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The Federal Circuit focused again on the significance of the treating
physician’s testimony in Andreu ex rel. Andreu v. Secretary of Health &
Human Services,” relying on the totality of circumstances test to reverse the
special master’s decision against the petitioner. Enrique Andreu suffered
seizures shortly after receiving a DPT vaccination. No alternative cause was
found for his seizures, and the parties disputed the nature of his seizures.”!
To support the argument that the vaccine had caused the seizures, the peti-
tioner’s expert presented a ‘“blood-brain barrier” theory.’”> The special
master did not accept the theory of the petitioner’s expert because ““ ‘numer-
ous medical studies’ . . . ‘failed to find a relationship between afebrile
seizures and DPT vaccination.” 373

The Court of Federal Claims remanded the case and ordered the special
master to seek the testimony of Enrique’s treating physicians on the question
of specific causation.’”* On remand, one treating physician testified that “be-
cause there was a concern about a reaction,” he thought it would be “safer”
to recommend that the child not receive further pertussis vaccinations.’” The
other testified that despite extensive testing, he had “never found anything
else” to explain the seizures and that the timing of the seizures was consis-
tent with a causal link.>”® The special master again found that the weight of
the evidence did not support finding the pertussis vaccine to be the cause of
the seizures.’”” The Court of Federal Claims affirmed,?”® but the Federal Cir-
cuit reversed.’”

The Federal Circuit reiterated that hard science is not required to meet
the first prong of the Althen test to support a theory of general causation, and
that the special master had erroneously required conclusive evidence in the
medical literature or epidemiological studies linking a reaction of afebrile
seizures to the DPT vaccine.’® It contrasted the medical research standard of
“very near certainty—perhaps 95% probability” to the standard that should

370569 F.3d 1367 (Fed. Cir. 2009).

UId. at 1372.

372 Id. at 1371. This theory suggested that the DPT vaccine contains toxins that can cross
the blood-brain barrier and over-stimulate the cells of the brain to provoke seizures. Id.

333 Id. at 1377-78 (quoting Andreu ex rel. Andreu v. Sec’y of Health & Human Servs.
(Vaccine Court Decision II), No. 98-817V, 2008 WL 2517179, at *8 (Fed. Cl. Spec. Mstr. May
29, 2008)). Although petitioners submitted data from the National Childhood Encephalopathy
Study (“NCES”), a major epidemiological study, to link DPT vaccination to neurological in-
jury, the special master found that Enrique would not have qualified as a “case child” under
the study, so the findings were inapplicable to him. /d. at 1380.

374 Id. at 1372 (citing Andreu ex. rel Andreu v. Sec’y of the Health & Human Servs.
(Court of Federal Claims Decision I), No. 98-817V, 2008 WL 2009746 406, at *7-8 (Fed. CI.
Mar. 3, 2008)).

375 Id

376 1d. at 1372-73.

377 Id

378 Id. at 1373 (citing Andreu ex rel. Andreu v. Sec’y of Health & Human Servs. (Court of
Federal Claims Decision II), No. 98-817V, 2008 WL 4725455, at *3 (Fed. Cl. Spec. Mstr. July
23, 2008)).

9 1d. at 1383.

380 1d. at 1377-79.
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be applied under the Vaccine Act’s preponderance standard, one of “logic”
and “legal probability.”?®" The court found that the petitioner had met the
second prong—establishing a logical sequence of cause and effect—through
the testimony of the treating physicians, emphasizing that a treating physi-
cian’s recommendation to discontinue a vaccine “can provide probative evi-
dence of a causal link.”*? Although one piece of evidence may not be
sufficient, the totality of the evidence—the temporal relationship, the testi-
mony of the treating physicians, and the scientific plausibility of the expert’s
theory of causation—was sufficient to meet the standard to prove cause-in-
fact.’83

Thus, the Federal Circuit’s jurisprudence makes clear that petitioners do
not need to proffer the same level of proof as in toxic tort cases to meet the
preponderance standard in off-Table claims. Neither an expert other than a
treating physician nor peer-reviewed scientific literature is a prerequisite for
proving general causation. Evidence submitted should be examined in total-
ity and not individually, and circumstantial evidence and “medical opinion,
sometimes in the form of notations of treating physicians in the vaccinee’s
medical records,”’¥* may suffice to make out specific causation.

One empirical study suggests that the Althen jurisprudence and its re-
laxation of causation standards may have triggered a noticeable trend toward
increased compensation of off-Table claims.?® This gradual relaxation of
sufficiency standards seemingly came to a halt in the Federal Circuit’s latest
pronouncement in Moberly ex rel. Moberly v. Secretary of Health & Human
Services.*® Although Moberly involved the blood-brain theory accepted in
Andreu, the court took a very different tack and upheld the special master’s
denial of compensation.

Molly Moberly suffered recurring seizures beginning two days after she
received her second DPT vaccination.’®” The pertussis antigen was left out of
the third vaccine in the series, but she experienced a seizure that afternoon.
Several months later, she began to suffer prolonged seizures. A pediatric
neurologist diagnosed her condition as “alternating hemiconvulsions . . .
[with] etiology uncertain.”8

Moberly’s expert based his causation opinion on three factors: (1) the
epidemiological study of the NCES, linking pertussis immunization and
seizures; (2) the “blood-brain barrier” theory; and (3) the temporal relation-
ship between the seizures and the vaccination, as well as the fact that the

31 1d. at 1380 (quoting Liable v. Sec’y of Health & Human Servs., No. 98-120V, 2000
WL 1517672, at *61 (Fed. Cl. Spec. Mstr. Sept. 7, 2000)).

32 1d. at 1376.

33 Id. at 1382.

34 Bowes v. Sec’y of Health & Human Servs., No. 01-481V, 2006 WL 2849816, at *2
(Fed. CL. Sept. 8, 2006).

35 See Waldenberg & Wallace, supra note 9, at 321-22.

386 592 F.3d 1315 (Fed. Cir. 2010).

BT Id. at 1318.

38 Id. at 1319.
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treating physicians did not identify any other cause for her seizure
condition.?®

The special master denied compensation, rejecting the “blood-brain
barrier” theory and the application of the NCES to this case. He found that
simply relying on the temporal relationship between the vaccination and
Molly’s first seizures, even in the absence of an alternative explanation for
the seizures, was insufficient to meet the preponderance standard.®® The
Federal Circuit sustained the denial of compensation, drawing a strong dis-
tinction between the levels of proof required for Table and off-Table claims
under the statute:

While the petitioners acknowledge that the statute requires proof
of causation by a preponderance of the evidence . . . they appear to
be arguing for a more relaxed standard. They repeatedly character-
ize the test as whether Molly’s condition was “likely caused” by
the DPT vaccine. By that formulation, however, they appear to
mean not proof of causation by the traditional “more likely than
not standard” but something closer to proof of a “plausible” or
“possible” causal link between the vaccine and the injury, which
is not the statutory standard. Similarly, the petitioners object to the
use of the term “causation in fact” . . . because they claim that
proof that a vaccine “in fact” caused an injury would require con-
clusive scientific evidence. But this court has regularly used that
term to describe the causal requirement for off-Table injuries and
has made clear that the applicable level of proof is not certainty,
but the traditional standard of “preponderant evidence.” The peti-
tioners also invoke legislative intent and the purposes of the fed-
eral Vaccine Program to argue that a standard less demanding than
the tort standards of causation is applicable. In doing so, however,
they conflate the burden of proof imposed for off-Table injuries
with the lenient presumptions applicable to Table injuries. As this
court has made clear, the Vaccine Act “relaxes proof of causation
for injuries satisfying the Table . . . but does not relax proof of
causation in fact for non-Table Injuries.”!

The court also distinguished Andreu, in which direct testimony from the
treating physicians stated “unequivocally” that the DPT vaccine had caused
Andreu’s seizures.*? The court found that the acceptance by the Andreu
court of the blood-brain barrier theory was not binding on this case, given

¥ 1d. at 1319-20.

30 Id. at 1320-21. The Court of Federal Claims upheld the denial of compensation, noting
that none of the treating physicians had suggested that her DPT vaccine caused her seizures.
Id. at 1321.

31 Id. at 1322 (citations omitted).

¥2d. at 1325.
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the difference in the evidentiary record,*? and, while not demanding applica-
tion of the Daubert tests, the Federal Circuit acknowledged that special mas-
ters may require “some indicia of reliability” to assess the testimony
proffered by experts, including epidemiological studies and medical evi-
dence,®* which was not provided here.

Moberly’s strong language seems to signal the Federal Circuit’s renewed
attempt to resolve the inconsistent views on the sufficiency of evidence re-
quired in off-Table claims.’® At the very least, Moberly suggests a limit to
lowering the sufficiency of evidence requirement, trying to ensure that the
connection between the vaccination and the injury goes beyond mere
coincidence.

Moberly leaves open many questions, however. Although the statute
clearly requires application of the preponderance of the evidence burden of
proof standard borrowed from tort cases to both Table and off-Table claims,
the court leaves unclear whether the standard for sufficiency of evidence
developed in toxic tort cases should also be strictly applied. If that were the
case, it would probably result in very few successful off-Table claims, lead-
ing to the question of why Congress would make the option available in the
first place.*® The decision leaves unanswered other questions as well. For
example, it cites with approval the standards developed in Daubert,**’ saying
they “may be applied,” but does not decide whether they must be applied to
determine the reliability of expert testimony.’*® While Daubert’s interpreta-
tion of the Federal Rules of Evidence would not apply in this context, the
Daubert jurisprudence stands for a broadly accepted standard to determine
the reliability of scientific evidence.® Along the same lines, it remains to be

393 Id

34 Id. The court also affirmed the special master’s rejection of the NCES as inapplicable
to this case, since “epidemiological studies are designed to reveal statistical trends only for a
carefully constructed test group . . . [and] [s]uch studies provide no evidence pertinent to
persons not within the parameters of the test group.” Id.

35 See Strong, supra note 19, at 448 (describing special masters’ inconsistent treatment of
similarly situated petitioners).

36 Cf. Stevens v. Sec’y of Health & Human Servs., No. 99-594V, 2001 WL 387418, at
*27 (Fed. Cl. Mar. 30, 2001) (“To demand that petitioners sue here first, apply a burden or
judicial analysis no different than in the civil tort arena, and then offer the opportunity to reject
the judgment and pursue a civil action, is illogical and a waste of judicial resources.”).

37 Daubert interprets Federal Rule of Evidence 702, which is not applicable to Vaccine
Act cases. The Federal Circuit has cited it with approval in Cedillo v. Secretary of Health &
Human Services, 617 F.3d 1328, 1338-39 (Fed. Cir. 2010), Moberly ex rel. Moberly v. Secre-
tary of Health & Human Services, 592 F.3d at 1324, and Andreu ex rel. Andreu v. Secretary of
Health & Human Services, 569 F.3d 1367, 1379 (Fed. Cir. 2009), but the Federal Circuit has
not found its standards to be binding in the vaccine court context.

38 Moberly, 592 F.3d at 1324 (citing Terran v. Sec’y of Health & Human Servs., 195 F.3d
1302, 1316 (Fed. Cir. 1999)).

39 The Daubert principle that expert testimony should be based on reliable methodology
has begun to influence other areas beyond the evidentiary admissibility context. See, e.g.,
Niam v. Ashcroft, 354 F.3d 652, 660 (7th Cir. 2004) (Posner, J.) (Although Daubert does not
strictly apply to administrative hearings, “the spirit of Daubert . . . does apply to administra-
tive hearings.”); see also Seaboard Lumber Co. v. United States, 308 F.3d 1283, 1301-02
(Fed. Cir. 2002) (Daubert factors held applicable to bench trial to evaluate methodology of
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seen whether petitioners can sufficiently prove general causation without
some scientific or medical literature, which would be virtually required in a
toxic tort case. Finally, Moberly continues to emphasize the critical role the
treating physician’s testimony can play in meeting each of the Althen prongs,
and in particular, to show specific causation under prongs two and three. As
described earlier, putting so much weight on a physician’s observation or
suspicions without other significant corroborating evidence may not with-
stand scrutiny in the tort system. The problem is that this approach relies
heavily on idiosyncratic evidence—not every treating physician would make
a causation notation in the medical records, and even if the doctor did so, it
is hard to evaluate the observation, which is necessarily an intuitive specula-
tion.*® At the very least, it is unlikely that the physician’s assessment would
be based on epidemiological or other scientific studies.*! Placing so much
weight on one piece of clinical observational evidence ultimately may un-
dermine the validity of the compensation award.

2. Proving or Disproving Alternative Causes

While struggling with sufficiency standards in its post-Stevens jurispru-
dence, the Federal Circuit also tackled the question of which party bears the
burden of eliminating alternative causes of injury. The plain language of the
Vaccine Act does not squarely place this burden on either party,*? but in
three major post-Stevens decisions, the Federal Circuit has settled that the
petitioner may need to eliminate alternative causes as part of the prima facie
case when several contemporaneous or intervening events could also have
caused the injury alleged. However, after the petitioner makes out a prima
facie case on causation, the burden of persuasion shifts to the government to
demonstrate an alternative cause.

In Pafford v. Secretary of Health and Human Services,* the dispute
centered on whether the petitioner had made out a prima facie case when

expert witness testimony); Alan Charles Raul & Julie Zampa Dwyer, “Regulatory Daubert”: A
Proposal to Enhance Judicial Review of Agency Science by Incorporating Daubert Principles
into Administrative Law, 66 Law & ConTEMP. PrOBS. 7, 8 (2003) (Daubert’s “good science”
rationale should apply to science underlying regulatory decisionmaking); J. Tavener Holland,
Comment, Regulatory Daubert: A Panacea for the Endangered Species Act’s “Best Available
Science” Mandate?, 39 McGeorGE L. Rev. 229, 326 (2008) (“By instituting a new frame-
work for judicial review of methodologies behind agency science, regulatory Daubert will help
agencies effect a needed separation between policy and science. This will result in a lower risk
of substantive bias, greater accountability, and greater transparency.”). But see Claire R. Kel-
ley, The Dangers of Daubert Creep in the Regulatory Realm, 14 J.L. & PoL’y 165, 209 (2006)
(“[Daubert] . . . is ill-suited to apply across the board to all agencies, it is likely to be used in
a rhetorical and meaningless way, and it is likely to be overused, morphed, and stretched to fit
any conceivable situation.”).

400 See Paulmino v. Sec’y of Health & Human Servs., 69 Fed. Cl. 1, 9, 12 (2005) (remand-
ing a compensation denial based on the special master’s interpretation of a circled plus sign in
one page of shorthand notes taken by a treating physician).

401 See Henifin et al., supra note 220, and accompanying text.

402 See supra notes 88-92 and accompanying text.

403451 F.3d 1352 (Fed. Cir. 2006) (en banc).
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other potential causes of infection existed. The petitioner developed a “faint
maculopapular rash approximately seventeen days after receiving her third
DTP and OPV [(oral poliovirus vaccine)] vaccinations and her first MMR
vaccination.”*** Prior to and during this period, petitioner also tested positive
for infection.*® The hospital doctor eventually diagnosed petitioner with sys-
tem onset Juvenile Rheumatoid Arthritis, or Still’s disease.*%¢

The special master accepted petitioner’s theory of general causation, but
ultimately rejected her claim because she failed to produce enough evidence
identifying the time period in which her injuries could be expected to mani-
fest following vaccination, and therefore could not prove that her vaccina-
tion was a “but-for” cause of her injuries.*’

The Federal Circuit affirmed the denial of compensation, reasoning that
even under the “substantial factor” test, petitioners must still demonstrate
that the vaccine was a “but-for” cause of the injury.*® Thus, this case de-
manded stronger temporal evidence to satisfy the specific causation compo-
nent. “Strong temporal evidence is even more important in cases involving
contemporaneous events other than the vaccination, because the presence of
multiple potential causative agents makes it difficult to attribute ‘but-for’
causation to the vaccination.”® The court insisted that its holding did not
increase petitioner’s burden because Pafford had failed as an initial matter to
establish that the vaccine was a “but-for” cause of her Still’s disease.*'°

In Walther v. Secretary of Health and Human Services,*'! the Federal
Circuit reiterated that although petitioners are not required to disprove alter-
native causes, they may need to address them in making out the prima facie
case. In Walther, the petitioner received several vaccinations, only one of
which (tetanus-diphtheria, or “Td”) was listed on the Vaccine Injury Ta-
ble.*? Petitioner was diagnosed with post-vaccinal acute disseminated en-
cephalomyelitis (“ADEM”),** an injury that does not correspond with the
Td vaccine on the Table. Two additional neurologists agreed with the diag-
nosis, and petitioner’s two experts opined that the ADEM was probably

404 1d. at 1354.

405 Petitioner had tested positive for mycoplasma, a type of bacteria, had x-rays taken that
revealed a thickening of the sinus membrane consistent with a sinus infection, had suffered
from tonsillitis, and had a cold accompanied by diarrhea. Id. at 1356.

406 Id.

407 Id. The Court of Federal Claims upheld the decision. Pafford ex rel. Pafford v. Sec’y of
Health & Human Servs., 64 Fed. CI. 19 (2005).

08 Pafford, 451 F.3d at 1357.

409 1d. at 1358.

419 1d. at 1357-58. The court distinguished its decision in Shyface where the vaccine was
one of two “but-for” causes. Id. The dissent in Pafford argued that the majority’s holding
amounted to an impermissible burden on petitioners to eliminate alternative causes of injury.
Id. at 1360-64 (Dyk, J., dissenting).

411485 F.3d 1146, 1149-50 (Fed. Cir. 2007).

42 Id. at 114647, 1149 (yellow fever, typhoid, meningitis, and the rabies vaccinations
were the non-Table vaccines also received by petitioner).

43 1d. at 1149.
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caused by the Td vaccine.** The special master denied compensation be-
cause the petitioner failed to eliminate other potential causes for the injury,*
and the Court of Federal Claims affirmed.*'¢

The Federal Circuit vacated and remanded because requiring petitioner
to eliminate alternative causes of injury was an incorrect standard.*'” The
Federal Circuit’s holding rested on three points. First, the Federal Circuit
squarely addressed the ambiguity in the statute, finding that a plain reading
of the whole statute and the fact that the legal system “rarely requires a party
to prove a negative” strongly supported the conclusion that respondent bears
the burden of proving alternative causation.*'® Second, it pointed to the Sec-
ond Restatement to establish that “the petitioner generally has the burden on
causation, but when there are multiple independent potential causes, the gov-
ernment has the burden to prove that the covered vaccine did not cause the
harm.”#" Finally, the court reconciled its reasoning with the Pafford
holding:

Petitioner is certainly permitted to use evidence eliminating other
potential causes to help carry the burden on causation and may
find it necessary to do so when the other evidence on causation is
insufficient to make out a prima facie case, as was true in Pafford.
In such instances, clearly the special master must evaluate what
evidence a claimant presents as part of determining whether the
claimant makes a prima facie case.*?

Thus, while the Vaccine Act does not require the petitioner to bear the bur-
den of eliminating other causes, such proof may nonetheless be necessary
where the petitioner’s other evidence on causation—what is required under
the three-part Althen test—"is insufficient.”#?! This is consistent with the
contextual, “totality of the evidence” approach the vaccine courts have de-
veloped under the program.

414 The opinions were based on medical literature, the fact that the symptoms developed
within the medically accepted timeframe, and because the other vaccines were unlikely to have
caused the injury. Id. at 1147.

415 Id. The special master rejected the testimony of one expert as unreliable. Id. at 1148.

416 Jd. (citing Walther v. Sec’y of Health & Human Servs., 69 Fed. Cl. 123, 124 (2005)).

47 Id. at 1152-53.

418 Id. at 1150 (citing 42 U.S.C. § 300aa-13(a)(1)(A)—(B) (2006)). The court noted that a
contrary construction of § 300aa-13(a)(1)(A) would render § 300aa-13(a)(1)(B) essentially in-
operative. Id.

49 d. at 1151.

420 Id

1 Id. at 1149-50; see also DeBazan v. Sec’y of Health & Human Servs., 539 F.3d 1347,
1353 (Fed. Cir. 2008) (onset of petitioner’s injuries within hours of inoculation was earlier than
medically recognized; petitioner failed to make out a prima facie case); James B. Currier, Too
Sick, Too Soon?: The Causation Burden under the National Vaccine Injury Compensation Pro-
gram Following DeBazan v. Secretary of Health & Human Services, 19 Fep. Cir. B.J. 229,
251 (2009) (criticizing the DeBazan decision as too stringent and thwarting the spirit of gener-
osity in the compensation program).
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This same contextual approach was evident in Doe ex rel. Estate of Doe
v. Secretary of Health and Human Services (Doe V), in which the Federal
Circuit reiterated that the petitioner may need to focus on possible alterna-
tive causes—including an idiopathic cause—in making out the prima facie
case before the burden shifts to the government to prove an alternative
cause.*”? In Doe, the Federal Circuit found that the special master was not
wrong to consider the government’s evidence suggesting that the death of the
petitioner was due to Sudden Infant Death Syndrome in evaluating whether
petitioner had made out a prima facie case.*?

On appeal, the petitioner argued that the special master had wrongfully
considered the SIDS evidence as a possible alternative cause since the stat-
ute specifically excludes alternative causes that are “idiopathic, unexplained,
unknown, hypothetical or undocumentable*?* from proof of a “factor unre-
lated” to the administration of the vaccine.*?® In other words, if SIDS is an
idiopathic disease, then the government cannot use it to defeat a petitioner’s
prima facie case.

Here, the Federal Circuit found that the statutory restrictions did not
apply because the petitioner never established a prima facie case in the first
instance, so the burden to disprove the petitioner’s case never shifted to the
respondent.*® As the court noted, “[e]vidence of SIDS was just one factor
among many that the special master relied on in concluding that ‘the facts of
the case’ did not support Doe’s theory of causation, and thus failed to estab-
lish a prima facie case.”*’ Petitioners may need to focus on alternative
causes, even idiopathic ones, to make out a prima facie case before the bur-
den shifts to the respondents.

In sum, with regard to proving or disproving alternative causes, the
Federal Circuit has interpreted the Vaccine Act to comport with burdens of
production and proof in traditional toxic tort cases. Under both regimes, only
when the plaintiff or petitioner has made out a prima facie case does the
burden shift to the defendant to defeat it. In both contexts, the most signifi-
cant way to rebut a prima facie case is to prove an alternative cause. At the

422601 F.3d 1349, 1357 (Fed. Cir. 2010).

423 Id. at 1358. This case was heard by the special master twice. The first time, the special
master concluded that Doe did not establish a prima facie case that the hepatitis B vaccine and
not SIDS caused the petitioner’s death. Id. at 1353. The Court of Federal Claims reversed,
holding that the special master had improperly shifted the burden of proof to the petitioner to
affirmatively disprove SIDS as the cause of death under her prima facie case. Doe ex rel.
Estate of Doe v. Sec’y of Health & Human Servs. (Doe II), 83 Fed. Cl. 157, 158 (2008). On
remand, the special master considered evidence relating to SIDS proffered by both sides, but
only in evaluating whether Doe’s proposed sequence of cause and effect under the second or
third prong of the Althen test was plausible. Doe V, 601 F.3d at 1353. The special master again
found that the petitioner had failed to make out her prima facie case of causation. /d. The Court
of Federal Claims upheld the decision. Doe ex. rel Estate of Doe v. Sec’y of Health & Human
Servs. (Doe 1V), 87 Fed. Cl. 1 (2009).

424 Doe V, 601 F.3d at 1357 (quoting 42 U.S.C. § 300aa-13(a)(1), (2) (2006)).

42542 U.S.C. § 300aa-13(a)(1).

426 Doe V, 601 F.3d at 1358.

427 Id
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same time, however, the question whether the petitioner has sufficiently met
his burden remains idiosyncratic, such that the petitioner may have to dis-
count alternative causes—even unknown, idiopathic ones—before the bur-
den shifts to respondent or the Second Restatement’s “substantial factor”
test can be triggered.*?

Thus, despite the ambiguity of the statutory language, the Federal Cir-
cuit jurisprudence seemingly settles the question regarding proof of alterna-
tive causes in a manner consistent with traditional tort jurisprudence, but still
leaves questions unanswered about the sufficiency of proof with respect to
the petitioner’s prima facie case. Given these unanswered questions stem-
ming from the lack of clarity in both the statute and its legislative history, as
well as the unique nature of the vaccine field, this Article next turns to ex-
amining alternative approaches to sufficiency standards of causal proof and
proposes a model for the program to implement.

V. EXAMINATION OF ALTERNATIVE STANDARDS FOR SUFFICIENT CAUSAL
Proor IN THE FACE oOF INADEQUATE INFORMATION

The discussion above shows how far vaccine courts have departed from
the common law approach to causation. Courts in common law toxic tort
cases increasingly have questioned the use of certain associational evidence
to show causation, either finding the evidence inadmissible or giving it little
weight. These courts perceive expert testimony based on case reports, animal
studies, analogies drawn to similar chemical agents, and differential diagno-
ses as providing weak support of causation in those cases. But this is exactly
the type of proof relied upon in the vaccine compensation fund context to
support a showing of causation in off-Table claims.*?* Given the dearth of
empirical scientific data, the appellate courts in the vaccine program have
allowed a plausible scientific theory, concurrent with a temporal association
and a notation by a treating physician attributing causation to inoculation, to
meet the sufficiency standards for the preponderance test on causation.*°

Can the vaccine courts’ more relaxed approach to causation be justi-
fied? The answer to that question depends on how one defines the main
objective of the program. If the primary objective is to minimize lawsuits
against manufacturers and administrators of vaccines in order to create an
economic environment encouraging the research, creation, and production of
vaccines, a lower sufficiency standard seems appropriate. A less stringent
standard makes it more likely that these sorts of claims can be resolved ad-
ministratively, without resort to the traditional adversarial tort system. On
the other hand, if the primary goal is to protect vaccines from being blamed

428 Id

42 See supra notes 277-280 and accompanying text.

430 See, e.g., Andreu ex rel. Andreu v. Sec’y of Health & Human Servs., 569 F.3d 1367
(Fed. Cir. 2009); Grant v. Sec’y of Health & Human Servs., 956 F.2d 1144 (Fed. Cir. 1992).
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for injuries whose exact cause cannot be proven, a higher sufficiency stan-
dard would appear to be necessary. Imposing a higher sufficiency standard
has its own costs, however. It would likely result in prolonged proceedings,
increased transaction costs, more difficult and more adversarial proceedings,
along with fewer awards. These criticisms have already been leveled at the
program.®! Until this conflict over legislative objective is resolved, the ap-
propriate sufficiency standard will remain a muddle. The Federal Circuit has
not squarely addressed this question and although it directed the special mas-
ters in Moberly to apply the same “traditional tort standard of preponderant
evidence”*? to off-Table cases, merely holding that claimants must meet a
preponderance threshold does not explain what evidence will satisfy that
standard.

A. Alternative Approaches to Causal Proof

Given the competing concerns of the statute, several approaches could
be taken to determine the amount of proof required to demonstrate causation
under the off-Table option. The most direct approach—and the one more
fully advocated below—would be for Congress to amend the statute to clar-
ify its intent with regard to proving off-Table claims. Congress never antici-
pated the number of cause-in-fact cases that have been brought, expecting
that the need for cause-in-fact cases would be eliminated as the science on
causation improved and the Table expanded.** The policy bearings of the
original Act to provide quick, certain compensation while protecting the vac-
cine industry have gradually withered away. Using the word “causation” in
the statute—a term that imports traditional tort concepts—to provide a
mechanism to pursue novel claims has only served to confuse the issue. The
program would benefit from a correction to the Act.

Alternatively, Congress could eliminate the off-Table claim mechanism
altogether and send all cases lacking solid empirical proof on causation to
the tort system, or strictly limit its availability by following the approach of
the United Kingdom, which created a very high bar for causal proof and
rejects the great majority of cases filed.** Sending all novel theories to the
tort system may be a more cost-effective way to ascertain causation from an

431 See supra notes 138—141 and accompanying text.

432 Moberly ex rel. Moberly v. Sec’y of Health & Human Servs., 592 F.3d 1315, 1322
(Fed. Cir. 2010).

433 See supra notes 112-113 and accompanying text.

434 Vaccine Damage Payments Act, 1979, c. 17 (U.K.). Under the U.K. program, the peti-
tioner must establish “on the balance of probability” that the injury resulted from vaccination
against one of the diseases listed in the Act. Id. § 3(5). The vast majority of claims are denied
based on lack of proof of a causal connection. See RicHARD GOLDBERG, CAUSATION AND Risk
IN THE Law oF Torts: ScienTiFic EVIDENCE AND MEDICINAL Probuct LiaBiLity 170-78
(1999); Rob Henson, Inoculated Against Recovery: A Comparative Analysis of Vaccine Injury
Compensation in the United States and Great Britain, 15 TuLsa J. Comp. & INTL L. 61, 86-88
(2007).
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administrative point of view, since the tort system is already designed to
determine causation in the toxic tort context. Eliminating or limiting the
availability of the off-Table mechanism, however, could create other dan-
gers. The option may act as a safety valve, and removing it might cause
allegedly aggrieved individuals to voice novel theories in the public
sphere,*> undermining the public’s confidence in vaccines before the tort
system has had the opportunity to resolve the claim. At the same time, set-
ting too high a standard—e.g., requiring epidemiological evidence where
few studies exist—could undermine the goal of compensating the majority
of injuries caused by vaccines. At the very least, Congress should clarify
how demanding the special masters should be in scrutinizing off-Table
claims, as it has failed to do in previous oversight hearings.**¢ Short of clari-
fication by statutory amendment, several approaches remain open to help
special masters and courts navigate the delicate balance of promoting the
conflicting purposes of the program in the face of inadequate information
without turning it into a ‘“no-causation” system: (1) use the same standard
for inclusion of injuries and time limits in the Table for off-Table claims; (2)
rigorously apply the standards demanded in common law courts for admissi-
bility and sufficiency in toxic tort cases to off-Table claims; (3) shift the
burden of proof in the prima facie case to the respondents to disprove causa-
tion; (4) adopt a system in which causation is proved by a preponderance of
the available evidence; (5) create a minimum level of sufficiency of evi-
dence by merely requiring some temporal relationship with some plausible
scientific theory; or (6) expand the use of an educated science body, such as
the IOM or science panels and experts appointed by the special masters, to
help the program reach consistent decisions on general causation. Each of
these approaches has some appeal but also presents its own set of problems.

One approach is to require the standard of causal proof for off-Table
claims that HHS uses for including vaccine-related injuries on the Table. The
Table provides a shortcut for recovery in categories of cases where it can be
determined in advance that causation is sufficiently likely to exist. A strong
argument exists that Congress could not rationally have meant to allow com-
pensation for off-Table claims that do not rise to the same minimum level of
certainty as those included on the Table.**” Under this view, Congress must
have included the off-Table route to allow plaintiffs who could show that
some injury not yet on the Table was just as likely to be the result of the
vaccine as an injury already included. In that situation, the off-Table peti-
tioner is as deserving of compensation as the on-Table one; the Table just has
not yet caught up to science. This approach comports with the position taken
by HHS that its decisions to amend the Table are based on “hard science”

435 The theory that vaccines cause autism could be seen as an example of this
phenomenon.

436 See supra notes 135-150 and accompanying text.

437 See supra notes 112-114 and accompanying text (describing congressional expecta-
tions regarding creation of the Table).
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about causation®® and that off-Table claims should be driven by “hard sci-
ence” as well in order to protect vaccines from being blamed for harms that
cannot be proven to be caused by them.**

Conceptually, this interpretation of congressional intent is appealing.
Given the dearth of direction Congress provided for off-Table claims, the
standard tacitly provided was the one for selection of injuries recognized by
the Table. Under this interpretation, Congress rationally would not treat off-
Table claimants more liberally than on-Table claimants. The statute, by its
terms, structure, or legislative history, does not suggest otherwise.

Yet such an interpretation has practical limitations. HHS has become
more stringent about what injuries are recognized on the Table.*? Combining
a restrictive Table with heightened barriers to off-Table claims will reduce
the value of the entire program. As both sides of the program gradually
constrict, the whole program could become nothing more than a costly exer-
cise that is a pre-condition for filing a tort suit, placing vaccine claimants in
a worse position than they were in prior to the program’s enactment, since
tort suits traditionally do not have antecedent administrative procedures that
must be exhausted.

A second approach, to apply the standards used in toxic tort cases for
causal proof in off-Table claims, has been proposed by the special masters.*!
Although initially rejected by the Federal Circuit as too demanding and not
justified by the statutory scheme,*? the court has subsequently permitted—
but not required—this approach.*? Requiring traditional causal standards
could be justified given that the Act requires proof of “causation,” a tort
concept, and that off-Table claims are designed to be based on the type of
individual proof usually found in traditional tort cases (as opposed to the
causal averages represented in the Table).*

Borrowing tort standards would also mean engaging in the higher level
of careful and sophisticated scrutiny of expert scientific testimony that now
routinely accompanies proof of causation in toxic tort cases.*> By looking at

438 See supra note 76.

43 Cf. supra note 141 and accompanying text.

49 See supra notes 74-76 and accompanying text. Some petitioners argue that the deci-
sion is driven by politics. See Strong, supra note 19, at 443 (citing concerns raised by parents
and advocates about the methodology HHS used to amend the Table).

41 Stevens v. Sec’y of Health & Human Servs., 2001 WL 387418, at *35 (Fed. Cl. Mar.
30, 2001).

442 Althen 111, 418 F.3d 1274, 1279-80 (Fed. Cir. 2005).

443 Moberly ex rel. Moberly v. Sec’y of Health & Human Servs., 592 F.3d 1315, 1324
(Fed. Cir. 2010) (“Although a Vaccine Act claimant is not required to present proof of causa-
tion to the level of scientific certainty, the special master is entitled to require some indicia of
reliability to support the assertion of the expert witness.”).

444 Cf. Waldenberg & Wallace, supra note 9, at 329 (arguing for individual, case-by-case
examination of demyelinating disorders and vaccination claims “due to widespread uncer-
tainty involving [those claims]”).

445 See Susan Haack, Of Truth, in Science and in Law, 73 Brook. L. Rev. 985, 1005-06
(2008) (“Daubert has shifted some questions formerly conceived as concerning the weight of
the evidence into the category of questions bearing on admissibility.”).
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the Daubert factors for substantiation, the vaccine court could more easily
avoid the danger of accepting medical opinions that are unreliable ipse dixit.
At the very least, application of the Daubert factors would help distinguish
“differential diagnoses” from “causation analyses.”*¢ This would lend le-
gitimacy to the decisionmaking process and help curtail the public’s mis-
perception of the dangers of vaccines.*¥

But strictly applying causal tort standards would result in very few suc-
cessful off-Table claims.*® Borrowing the standards from Daubert and its
progeny to test the reliability of expert testimony would likely weed out a
good part of that testimony, since much of it simply cannot meet all of the
factors of testability, general acceptance, peer-reviewed publication, litiga-
tion independence, and low error rate.** As one evidence expert notes,
“[t]he likelihood that extremely rare events[, such as vaccine-related inju-
ries,] will have been carefully studied is, well, extremely low.”+* Limiting
the off-Table option in this way would eviscerate the program, since the vast
majority of the claims are now off-Table ones.*!

At the other extreme, the vaccine courts could place the burden of per-
suasion on the respondents, requiring respondents to disprove causation in
off-Table cases,*? or allowing close calls to be decided in favor of the peti-
tioner,*3 much like the veterans’ no fault program.** The most persuasive
reason to shift the burden of proof is that it ensures the broadest level of
compensation for individuals injured by childhood vaccines. It also could
indirectly encourage the government to fund more vaccine research and de-

46 Stout, supra note 159, at 86878 (In a differential diagnosis, a physician observes
symptoms and conducts tests to diagnose a patient’s disease, while a causation analysis uses
scientific means to determine the most likely cause of the disease.).

47 See Sabovich & Mayhew, supra note 205 (arguing that “thanks to the judicial-scrutiny
standard established by Daubert, the vaccine-autism litigation is ending with less financial
pain and much less legal criticism than its Bendectin counterpart”).

448 See Cranor & Eastmond, supra note 161, at 7 (When there is considerable scientific
ignorance about the likelihood of what occurred, as in many toxic tort suits, “the party with the
burden of proof will lose.”).

449 Cf. Berger & Solan, supra note 31, at 851 (finding that frequently the legal system’s
answer to tentative scientific explanations on causation is to exclude the evidence).

459 Mnookin, supra note 218, at 1023.

41 See supra notes 19-21 and accompanying text.

452 See Apolinsky & Van Detta, supra note 11, at 625 (arguing that the vaccine program
should shift the burden of proof to the government to show that the claimant’s injury was not
caused by a vaccine).

43 In Althen, the Federal Circuit already suggested that this is the approach, interpreting
the preponderance standard to allow “close calls regarding causation [to be] resolved in favor
of injured claimants.” Althen III, 418 F.3d 1274, 1280 (Fed. Cir. 2005).

454 Veterans may make a claim to receive benefits for injuries or medical expenses in-
curred in connection with military service. 38 U.S.C. § 5103(A) (2006). Close cases must be
resolved in favor of the injured veteran. Id. § 5107(b) (2006); see also Strong, supra note 19,
at 451 (arguing for application of the veteran program’s benefit of the doubt standard to the
vaccine program).
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velopment.®> Even if this shift means that individuals harmed by causes
other than vaccines will receive compensation, the legislative history of the
program suggests that the risk of false positives and overcompensation is
one that Congress is willing to take.**

The main concern in shifting the burden of proof on causation to re-
spondents, however, is the impact it may have on the public perception of
the safety of vaccines. Requiring the respondent to prove a negative—that
the vaccine did not cause the harm alleged—is particularly difficult in this
context because frequently the science simply does not exist.*” Moreover,
even if empirical data or human experimental studies did exist,*® “science
can never demonstrate the absence of hazard,” instead it “can only place an
upper limit on risk.”*° Awarding compensation based on the respondent’s
inability to disprove causation creates the impression that vaccines cause
harm to a greater extent than they actually do, possibly making the public
fearful of receiving inoculations. Thus, shifting the burden to the respondent
to disprove causation might undermine another major purpose of the legisla-
tion, namely to continue widespread vaccination of the public.*®

A fourth approach in the face of inadequate information, already tested
by the vaccine courts, is to retain the burden of proof on the petitioner, but
lower the amount and quality of evidence required to show causation. The
jurisprudence has shifted back and forth on following this approach, with the
post-Stevens trilogy embracing it but the more recent pronouncement in Mo-
berly seemingly calling it to a halt. Assuming that promoting deterrence*!
and corrective justice are of lesser importance to the vaccine program than is
the goal of compensating victims, causation has likely already lost its cen-

455 Apolinsky & Van Detta, supra note 11, at 625 (This approach would “incentivize the
government to undertake an aggressive, proactive program of epidemiological studies in order
to be ready to defend against vaccine injury claims.”).

436 See supra notes 112-114 and accompanying text.

47 Althen III, 418 F.3d at 1280 (vaccine injury field is “bereft of complete and direct
proof of how vaccines affect the human body”).

458 Bernstein, supra note 1, at 70. Practically speaking, scientists will accept that there is
no effect when well-designed studies produce null results. See Joseph Sanders, The Bendectin
Litigation: A Case Study in the Life Cycle of Mass Torts, 43 Hastings L.J. 301 (1992)
(describing Bendectin cases).

459 See PHANTOM Risk: ScIENTIFIC INFERENCE AND THE Law 435 (Kenneth R. Foster et al.
eds., 1993).

460 See Richard A. Epstein, It Did Happen Here: Fear and Loathing on the Vaccine Trail,
24 HeaLTH AFF. 740, 741 (2005) (“The false attribution of harm to a vaccine not only results
in a miscarriage of justice in the individual case, but it also alters for the worse the incentives
of key players throughout the system, thereby aggravating the public-goods problem [to in-
crease levels of vaccination].”); Sabovich & Mayhew, supra note 205, at 385 (describing long
term public health effects of the now debunked vaccine-autism theory due to families rejecting
vaccines, including resurgence of diseases such as measles in Britain and the United States).

41 Cf. Apolinsky & Van Detta, supra note 11, at 576-77 (“[S]ome specter of liability
should remain to maintain vaccine manufacturers’ consistent production of safe, effective vac-
cines” but currently, manufacturers “feel no sting of liability.”).
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trality to the scheme.*? The more significant question with regard to this
approach is “how low is too low?”

In the toxic tort context, Professor Michael Green has advocated using
a sliding scale for proof of causation generally based on available evi-
dence.*%3 Thus, if the epidemiological record is substantial, then other types
of evidence that are considered weaker, such as animal studies, would be
given less weight. But if the epidemiological evidence, taken as a whole, is
weak or nonexistent, he argues that other types of toxicological evidence
should be given more weight.*** In this way, “[p]laintiffs should be required
to prove causation by a preponderance of the available evidence, not by
some predetermined standard that may require nonexistent studies.”#¢

This is an appealing argument because it acknowledges the reality of a
field like vaccines, “bereft” of evidence due to no one’s fault.*® It recog-
nizes that petitioners are forced to litigate long before epidemiologic or other
research is available and allows a flexible approach to sufficiency of proof in
the face of this lack of evidence. And, as noted above, scientific validity is a
question of degree. It may not make sense to reject all research merely be-
cause it does not meet a somewhat arbitrary threshold of .05 significance.*’
The challenge is how to synthesize less than ironclad evidence in law. As
Professor Mnookin points out, the key questions are: “How do you aggre-
gate the variety of imperfect evidence into a conclusion about general causa-
tion? How do you assess the disparate items and make a judgment about the
probability that the substance is capable of causing the harm at issue?468

Evidence synthesis is a particularly difficult enterprise,*® especially in a
context like the vaccine compensation program where so little reliable em-
pirical data exists. Ideally, evidence synthesis should consider what evidence
is missing as well as what is present to maximize the chances of reaching a
correct result; otherwise, claimants could recover based on thin and practi-

462 See Gregory C. Keating, Rawlisian Fairness and Regime Choice in the Law of Acci-

dents, 72 ForpHam L. Rev. 1857, 1897 (2004) (“Fairness favors dispersing the costs of
blameless accidents among all those who create similar risks of such accidents” so that both
blameless accidents and accidents caused by wrongdoers should be “pooled.”).

463 Green, supra note 176, at 316. A related approach to relaxing causal standards would
be to award damages proportionately based on the quality of the evidence proffered by the
petitioner. Research has not revealed any court decision following such an approach. Cf. Rich-
ard Delgado, Beyond Sindell: Relaxation of Cause-in-fact Rules for Indeterminate Plaintiffs,
70 CaLir. L. Rev. 881, 892 (1982) (arguing for proportional recovery in the mass tort context).
Similarly, compensation could be awarded based on the health risk borne by each individual as
a result of exposure to a toxin. See Lin, supra note 161, at 1443 (proposing a risk-based
administrative system of liability and compensation for exposure to environmental pollutants).

464 Green et al., supra note 176, at 316.

465 Id

466 See Althen I11, 418 F.3d 1274, 1280 (Fed. Cir. 2005) (“[T]he purpose of the Vaccine
Act’s preponderance standard is to allow the finding of causation in a field bereft of complete
and direct proof of how vaccines affect the human body.”).

467 FAIGMAN ET AL., supra note 1, § 25:38.

468 Minookin, supra note 218, at 1023.

469 Id. at 1023-24 (“Evidence synthesis is an especially difficult and methodologically
fraught area.”).
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cally non-existent evidence, inviting subjective judgments.*”® Such weakly
supported legal victories would ultimately defeat the purpose of the causa-
tion requirement, which seeks a strong degree of accuracy to justify shifting
the loss from the plaintiff to the defendant or fund and to avoid awarding
damages based merely on the fact of injury.

A final approach, which could be used in conjunction with the others, is
to expand the use of educated scientific bodies, such as the IOM, experts
appointed by the special masters, or science panels, to provide independent
scientific input on causation. Using such independent scientific bodies
should increase consistency in findings of general causation. The IOM and
the CDC already provide this role in the context of recommending Table
revisions, but increasing the number and frequency of Table reviews by the
IOM presumably would increase the use of the Table (assuming HHS
adopted the suggestions of these bodies), which would return the program to
the original congressional intent of having the vast majority of claims de-
cided as Table claims.*”!

The special masters can also make greater use of independent experts.
This is permitted by the statute but rarely exercised.”’? Expanding use of
independent experts draws on a proposal that has been around for over
twenty years, advanced by Professor Troyen Brennan and others, for the use
of expert panels of scientists to advise courts on toxic causation problems.*’
Expert panels are best used in large mass tort cases, such as the breast im-
plant litigation, where the panel can review a body of information and pro-
pose causal findings based on averages.*™ This system is already in place in
other areas.*”

470 See id. at 1024 (“Engaging in evidence synthesis . . . is as much an art as a science.”);
Douglas L. Weed, Truth, Epidemiology and General Causation, 73 BrRook. L. REv. 943, 953
(2008) (“A central purpose of a systematic review is to determine if the available evidence
sufficiently supports and/or warrants a claim of causation.”).

471 See supra notes 71-100 and accompanying text.

472 See MoLLY TREADWAY JOHNSON ET AL., USE OF EXPERT TESTIMONY, SPECIALIZED DE-
CISION MAKERS, AND CASE-MANAGEMENT INNOVATIONS IN THE NATIONAL VACCINE INJURY
CoMPENSATION ProGrRAM 32-33 (Fed. Jud. Ctr. 1998) (reporting that the special masters said
they had never used an independent expert for a number of reasons, including that the mecha-
nisms for doing so were unclear and that they did not find it necessary).

43 Troyen A. Brennan, Helping Courts with Toxic Torts: Some Proposals Regarding Al-
ternative Methods for Presenting and Assessing Scientific Evidence in Common Law Courts,
51 U. Prrr. L. Rev. 1, 11 (1989).

4 Howard M. Erichson, Mass Tort Litigation and Inquisitorial Justice, 87 Geo. L.J.
1983, 1994-95 (1999) (describing use of expert panels in breast implant, asbestos, and
Bendectin litigation: “where the stakes are high, the scientific dispute central, and the public
interest great—as in much mass tort litigation—it is difficult to justify the failure to employ
independent experts”). See generally Brennan, supra note 473.

475 For example, the Department of Veterans Affairs does not restrict its hearings on
whether to compensate Vietnam veterans who were exposed to Agent Orange to experts prof-
fered by both sides. Instead, it consults a bi-annual report on causal claims associated with
Agent Orange exposure produced by an independent panel of scientists retained by the Insti-
tute of Medicine. See Comm. To REVIEW THE HEALTH EFFECTS IN VIETNAM VETERANS ON
ExpPosURE TO HERBICIDE, INST. OF MED., VETERANS AND AGENT ORANGE UpDATE 2004
(2005).
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Independent experts could report to the court on the state of scientific
knowledge regarding primary vaccines and injuries.*’® From this informa-
tion, special masters could develop consistent responses to various catego-
ries of cases (a kind of “off-Table Table”), so that as they saw repeated
instances of the same injury, allegedly caused by the same vaccine, with the
same sorts of evidence proffered, a “common law rule” could be developed
on general causation. This “rule” could be challenged on appeal to the Court
of Federal Claims and the Federal Circuit, which would affirm or revise it.4”
This approach would help address the issue of inconsistency that plagues the
off-Table claims, bringing more coherence and efficiency to the vaccine pro-
gram, and increasing confidence in it.

Aside from the sheer expense of studying all novel claims,*® however,
this proposal has limits for other reasons. One concern is that the data re-
viewed by science panels may become stale over time. Another limitation is
that panels would be of less help with regard to determining specific causa-
tion where the evidence is more contentious. A third limitation is that sci-
ence and law require different levels of certainty to determine the validity of
a proposition.*”” As noted above, the law often needs to reach a conclusion
before the scientific community is willing (if ever) to pronounce a proposi-
tion proven.*** These are perennial concerns with regulatory systems in gen-
eral, and tort cases are sometimes justified on these bases—they fill in the
cracks of the regulatory system until the system and the scientific record
have time to catch up with one another.*! In the vaccine area, the off-Table
claim mechanism serves this purpose, allowing individuals to propose novel
theories of harm before the regulatory body has had time or sufficient data to

476 Cf. Apolinsky & Van Detta, supra note 11, at 626 (advocating giving stakeholders the
ability to designate a scientific expert willing to serve as arbitrator on a vaccine panel to
deliberate with special master); Michael J. Donovan, The Impact of “Hurricane” Hannah: The
Government’s Decision to Compensate in One Girl’s Vaccine Injury Case Could Drastically
Alter the Face of Public Health, 50 JuRMETRICS J. 229, 255-56 (2010) (advocating use of
panel of scientific experts in autism cases).

477 This Article saves for another day the question whether discretion should be removed
from the courts completely by making this an exclusively administrative program, as is done in
other areas. See, e.g., Public Readiness and Emergency Preparedness (“PREP”) Act, 42 U.S.C.
§ 247d-6d (2006). The PREP Act authorizes the Secretary of HHS to establish the Injury
Compensation Program (“CICP”) to provide benefits to persons who sustain serious injury or
death as a result of the use or administration of countermeasures taken under the PREP Act,
such as HIN1 vaccinations. Id. The final rule to establish the CICP proposes that final deci-
sionmaking authority rests with the Secretary, including for off-Table claims, with no judicial
review. See 42 C.F.R. § 110.92 (2010).

478 Presumably, monies from the fund itself could be used to support this system, but the
statute does not authorize such a diversion of funds. Congress could also change the system of
amending the Table to rely more heavily on independent experts and less heavily on the regu-
latory function of HHS, both to satisfy the public’s need for independent review and to keep
the Table current and accurate.

479 See FAIGMAN ET AL., supra note 1, § 1:4.

480 See Cranor & Eastmond, supra note 161, at 7-8 (2001) (discussing how courts respond
to slow accumulation of scientific knowledge).

481 See generally DaN B. Dosss, THE Law orF Torts § 5 (2000).



410 Harvard Journal on Legislation [Vol. 48

study it adequately. This function may be critical where the concern, as al-
ready noted, is that the public will mobilize around a novel theory before the
regulatory body or science has had time to adequately assess it. If the vac-
cine courts are required to provide a “safety valve” against public overreac-
tion, they must be given the tools to deal with new causal claims; science
panels may be too impractical to serve the individualistic nature of the spe-
cific causation inquiry.*

Reviewing all of these approaches, the best approach may well be the
one the vaccine courts have already hit upon (at least until Moberly): to
lower the sufficiency of evidence standard. But there is nothing in the cur-
rent language in the Act that justifies this approach. As discussed below, the
Act should be amended to make explicit that petitioners do not need to pro-
vide the level of evidence required in a toxic tort case to meet the statutory
preponderance standard. Rather, a lower showing of causation is sufficient
to meet the statutory purposes of the Act. Further, Congress must explicitly
acknowledge that the overriding goal of the program is to protect the vaccine
market by ensuring that most claims are resolved through that system, re-
gardless of whether they are Table or off-Table claims.

B. Proposed Model

Currently, the Vaccine Act requires that claimants prove “causation” in
order to recover for off-Table injuries.*3 Congress should amend the Act to
replace the requirement of “causation” in off-Table claims with a term such
as “association,”*®* which is less demanding and less laden with tort mean-
ing. Under this new regime, petitioners would not be required to provide the
same level of causal evidence demanded in traditional toxic tort pharmaceu-
tical drug cases. In amending the statute, Congress should give clear direc-
tion that the paramount purpose of the program is to protect the vaccine
market by shielding manufacturers from tort liability through a broadened
domain of compensable petitioners under the off-Table claims program. At

482 See Brennan, supra note 473, at 37 (suggesting that science panels may be too expen-
sive to convene in individual causal uncertainty cases before they have reached mass tort
stature).

48342 U.S.C. § 300aa-11(c)(1)(C)(ii) (2006).

484 This borrows from the standard used in the Agent Orange Veterans Settlement Fund,
which uses a “positive association” standard to determine which diseases will be compensated
after possible exposure to Agent Orange. See 38 U.S.C. § 1116(a)(1)(A) (2006) (stating that
“the Secretary determines in regulations [which diseases] . . . warrant[ ] a presumption of
service-connection by reason of having positive association with exposure to an herbicide
agent”); 38 C.F.R. § 3.307(a)(6) (2010).

HHS has recently gone to the other extreme, proposing a more demanding causal standard
for the compensation program for injuries from countermeasures taken under the PREP Act.
See supra note 477. In its final rule, the Secretary proposes that causal evidence be based on
“compelling, reliable, valid, medical and scientific evidence.” 42 C.F.R. 110.20(c) (2010).
Although use of such a standard may achieve a more accurate result in terms of causation, it
would not achieve the goals of the vaccine program.
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the same time, the vaccine program would not leave vaccine victims uncom-
pensated by stifling claims due to lack of scientific evidence, even if doing
so means allowing compensation of claims that are false positives.

This statutory change would conform the words of the Act to the prac-
tice now largely followed by HHS and the vaccine courts, which have al-
lowed recovery without the standard of proof typically required to prove
causation in product liability cases.*®> Upon this statutory change, the Fed-
eral Circuit would then have the opportunity to develop proof standards that
could clear the muddle that the jurisprudence has become.

In particular, in interpreting this statutory change, this Article proposes
that the Federal Circuit develop a model requiring petitioners to meet a two-
part burden, each with two subparts, which would align closely with the
traditional tort divisions of general and specific causation. To satisfy the ele-
ment aligning with general causation, the petitioner must demonstrate both
that the association between the vaccine and the injury is plausible and that
the theory has not been rejected by the scientific or medical community.
Under this prong, the petitioner would first demonstrate, with sound medical
or scientific evidence, that a link between the vaccine and the injury is theo-
retically possible or “biologically plausible.” Next, the petitioner must
demonstrate, by a preponderance of evidence, that the scientific data do not
disprove a link between the disease and the vaccine. Thus, the lack of scien-
tific data is not a bar to petitioner’s claim as long as there is reliable medical
support for a possible association coupled with insufficient evidence that
contradicts the claim. This lowered burden recognizes the difficulty (or, in
many cases, impossibility) of proving general causation in the absence of
generally accepted studies establishing a strong correlation between receiv-
ing a vaccine and a specific medical condition. The government could defeat
this element of general association by persuasively demonstrating that the
link is not scientifically plausible or has been rejected by the scientific
community.

If the threshold for general causation is lowered to one of general asso-
ciation, the main focus of the claim falls under the element aligned with the
traditional specific causation inquiry—testing whether this individual suf-
fered harm from the vaccine at issue. Under this part, the petitioner would
first demonstrate that the temporal relationship between the vaccination and
the onset of the first symptoms is consistent with a link. This would require a
showing that the time lapse between the vaccine and the petitioner’s injury
was within a period of time that is medically and biologically appropriate.
The respondent could defeat this claim with persuasive evidence to the con-
trary. Second, the petitioner would have to demonstrate that he had no pre-
existing medical history of the disease at issue. Placing this burden on the
petitioner recognizes that the petitioner likely has better access to this per-

45 See supra notes 277-280 and accompanying text (describing vaccine courts’ reliance
on weak circumstantial evidence to support causation).
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sonal information. The importance of this element is to move the claim from
the realm of coincidence to a plausible imputation of the petitioner’s damage
based on receiving the vaccine.

If the petitioner could meet his or her burden on these two elements, the
burden would switch to the respondents to prove by a preponderance of the
evidence that a factor unrelated to the vaccine was more likely associated
with the injury. This would include demonstrating other possible causes of
the disease in this petitioner, such as exposure to other toxins or genetic
predisposition. Because the diseases at issue often have no known etiology
or identified genetic predispositions, in practice, this may prove to be a very
high burden.

The proposed model clarifies that causation, in either the scientific or
legal sense, is no longer the benchmark in the context of this program. In-
stead, the vaccine courts must look to an intermediate standard, an associa-
tion between the vaccination and the petitioner’s injury. Thus, the vaccine
courts would condition the awarding of compensation on a lower level of
certainty. This balances the overriding policy objectives of the program with
the recognition that the overwhelming difficulty in this area is simply find-
ing the evidence—which generally does not exist for non-Table-recognized
injuries—to prove a causal link between the vaccine and the disease.

A critical question is the extent to which the Daubert jurisprudence
should play a role in the vaccine courts’ evaluation of expert testimony and
literature used to support the claim. As explained above, the Daubert hold-
ing is not binding on the vaccine courts, given the inquisitorial model of the
court (without a jury) and the fact that the Federal Rules of Evidence do not
apply to the program.

Changing the model from causation to a lower intermediate level of
association lessens the importance of the Daubert tests in the vaccine courts.
Instead of using Daubert as a benchmark—along with all of the academic
and judicial baggage it has accumulated—the proposed model would require
vaccine judges to rely on sound scientific evidence to the extent it is availa-
ble. Experts will have to demonstrate familiarity with the scientific literature
so that they can testify that the association between the harm and the vaccine
has not been ruled out by the scientific community. Significantly, however,
experts will not have to demonstrate a theory of causation that survives more
rigorous testing than biological or medical plausibility. This model recog-
nizes that strict application of traditional tort analysis, including importation
of the Daubert tests, would result in little possibility of succeeding in an off-
Table claim, which would defeat the vaccine compensation program’s pri-
mary purpose of capturing as many claims as possible through the adminis-
trative system instead of the courts. At the same time, it allows vaccine
judges to reject some expert evidence as scientifically unsound.

This model also lessens the significance of the testimony of treating
physicians on the ultimate issue of causation. For the reasons explained
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above,** the vaccine courts currently place too much weight on a treating
physician’s suspicion of causation. The treating physician is a key fact wit-
ness, but is not necessarily qualified to testify as an expert on causation.
Lowering the causation element to an intermediate, theoretical standard
would militate away from using this evidence. Instead, testimony by experts
familiar with the medical and scientific literature would become the para-
mount evidence used in testing the association between the vaccine and the
claimed injury.

While recognizing that placing so much weight on subjective evidence,
such as a treating physician’s suspicions of a link between the vaccine and
the alleged harm, is a misguided standard, this model recognizes as well that
requiring full-fledged epidemiological studies would be an insurmountable
barrier to off-Table claimants. Assuming that Congress intended some of
these claims to succeed, since it created the mechanism in the first place, the
model sets the sufficiency standard at an appropriate intermediate level. Ac-
cepting that Congress’s paramount goal is to ensure the protection of the
integrity of the vaccine industry does not mean that the goal of protecting the
integrity of the vaccine and the public’s perception of vaccine safety can be
ignored. Accordingly, although the claims should not be denied because they
fail to meet the causal standards found in toxic tort cases, they also should
not succeed because a treating physician cannot identify another cause of an
injury.

Further, although they do not need to adopt toxic tort standards or aban-
don their focus on the idiosyncratic nature of each claim, the vaccine courts
would do well to shape their decisions in terms similar to the traditional
toxic tort concepts of general and specific causation, separating the two con-
cepts more clearly. Lowering the sufficiency standard does not change what
elements must be proved. In addition, the complexity of the experts’ testi-
mony in this area requires that courts have some reliable and fully-consid-
ered mechanism for evaluating the testimony, even if it does not meet
Daubert standards. Although defining that mechanism is beyond the scope
of this Article, it should include requiring demonstrable evidence based on
reliable scientific methods.

VI. CoNcLUSION

The plague of causation in the vaccine compensation program could be
cured were Congress to speak clearly on the level of proof sufficient to meet
the causation standard. The uncertainty on this issue derives from Congress’s
use of the word “causation” in the first place. Although that word points in
the direction of the traditional tort system, proof relied upon under the pro-
gram for off-Table claims is not susceptible to causal proof standards in the
traditional sense. The original Act never anticipated the large number of

486 See supra notes 220-221.
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cause-in-fact-cases outside of the Table. The increase in off-Table cases has
caused the Act to lose its original policy bearings, and the off-Table program
has failed to meet the goal of delivering compensation through a speedy,
efficient system without the hindrance of courts and their evidentiary
standards.

Assuming Congress wanted to create a safety valve to deal with novel
theories of harms caused by vaccines through the off-Table mechanism, the
vaccine program and compensation system has become the front line to han-
dle these claims. The vaccine courts appropriately lowered the amount of
proof required to establish off-Table causation-in-fact, comporting with the
goal of ensuring adequate vaccine supplies and compensating likely victims
of vaccine injury. But insuring victims against risks from vaccines does not
remove the need to prove connection to the vaccine. And it still remains
critical to avoid the devastating impact that compensation driven by poor
information could create. Not “every child with epilepsy who had a seizure
in time relationship to [a vaccine] would have to be considered to have [the
vaccine] as the etiology.”*” The stakes are high in the vaccine area, calling
for a greater degree of accuracy in determining causation.

This need for accuracy must be balanced against the dearth of scientific
evidence with regard to general causation in the vaccine area. Given this
lack of evidence, one would predict that the verdicts generally would be
against the petitioner if the special masters demanded the type of scientific
support usually required in toxic tort cases. On closer examination, the deci-
sions do not reflect this result.*® Other standards are in play, and what would
be considered insufficient in a common law toxic tort case is at times consid-
ered sufficient in the vaccine program context. The Act should now be
amended to reflect and codify this difference. Instead of causation, Congress
should think in terms of “validating” a claim through sufficient correlative
links. This method recognizes that the science may not always be available
without denying every claim for want of sufficient causal proof.

487 Moberly ex rel. Moberly v. Sec’y of Health & Human Servs., 592 F.3d 1315, 1320
(Fed. Cir. 2010).
488 See supra Part IV.



