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DAUBERT V MERRELL DOW PHARMACEUTICALS INC

Date(s): Argued December 2, 1992; Decided June 28, 1993
Location(s): Supreme Court of the United States

1. Summary

The 1993 Supreme Court decision in Daubert v. Merrell Dow Pharmaceuticals Inc. stands as a

seminal landmark in U.S. jurisprudence, fundamentally redefining the criteria by which scientific
and technical expert testimony is deemed admissible in federal courtrooms. Prior to this ruling,
federal courts largely relied upon the Frye Standard, which required scientific methods to be
generally accepted within the relevant scientific community before they could be presented to a
jury. The Daubert ruling effectively overturned this restrictive precedent, holding unanimously that
the Federal Rules of Evidence (FRE), specifically Rule 702, superseded the common-law Frye
test as the standard for admitting expert scientific evidence. This shift institutionalized a more
rigorous, flexible, and active role for trial judges, transitioning them from passive reviewers to
active "gatekeepers" responsible for ensuring that all proffered scientific testimony is not only
relevant but also reliably grounded in sound scientific methodology.

The case involved two minor children, Jason Daubert and Eric Schuller, and their parents, who
alleged that the children's birth defects were caused by their mothers' prenatal ingestion of
Bendectin, a prescription anti-nausea medication manufactured by Merrell Dow Pharmaceuticals.
The District Court granted summary judgment for Merrell Dow, relying on extensive
epidemiological studies that found no link between Bendectin and birth defects, and ruled that the
plaintiffs' conflicting expert testimony, based on animal studies and chemical analysis, was
inadmissible because it failed to meet the "general acceptance” requirement of the Frye test. The
Ninth Circuit Court of Appeals affirmed this judgment, solidifying the restrictive nature of the Frye
standard. The Supreme Court's decision to hear the case and ultimately vacate the Ninth Circuit's
judgment signaled a significant move toward modernizing the intersection of law and science,
requiring judicial scrutiny to focus less on consensus and more on the integrity of the scientific
process itself.

The immediate and long-term impact of the Daubert decision was profound, extending far beyond
pharmaceutical litigation. It mandated a new framework for judicial inquiry into the validity of
scientific claims across all domains--from forensic science and psychology to engineering and
financial analysis--where expert opinions are crucial for resolving legal disputes. By establishing
specific, though non-exclusive, factors for judges to consider when assessing reliability, the Court
provided a critical mechanism designed to prevent "junk science" from swaying juries, while
simultaneously allowing novel, yet methodologically sound, scientific research to be presented,
even if not yet universally accepted by the scientific community.
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2. Background and Procedural History (The Frye Standard and the Claim)

The foundational conflict addressed by Daubert traces back to the 1923 case of Frye v. United
States, which established the admissibility criterion that a scientific technique must be "sufficiently
established to have gained general acceptance in the particular field in which it belongs." For
seven decades, the Frye Standard served as the dominant test in federal courts and many state
jurisdictions for determining the suitability of expert evidence. While simple to apply, the Frye test
was often criticized for being too conservative and backward-looking, inherently favoring
established, conventional science while potentially excluding relevant, well-conducted, but novel or
emerging scientific theories. This created a tension between the judiciary's need for reliable
information and the rapid pace of scientific advancement.

The litigation against Merrell Dow Pharmaceuticals regarding Bendectin became the perfect
vehicle for challenging the status quo. The plaintiffs, the Daubert and Schuller families, needed to
introduce expert testimony to prove causation--that the drug caused the birth defects. While Merrell
Dow presented overwhelming epidemiological evidence showing no causal link, the plaintiffs'
experts, including Dr. Shanna Swan and Dr. Alan Done, relied on non-epidemiological methods,
such as re-analysis of existing data, structure-activity relationship studies (chemical similarities to
known teratogens), and tests conducted on animals. Under the strict interpretation of the Frye test,
as applied by the lower courts, this testimony was deemed inadmissible because the
methodologies used by the plaintiffs' experts were not generally accepted as conclusive evidence
of causation in humans, particularly when contradicted by robust human epidemiological data.

The subsequent appeal to the Supreme Court centered on the question of whether the 1975
adoption of the Federal Rules of Evidence (FRE), specifically Rule 702, implicitly displaced the
Frye Standard. Rule 702 states, in part, that if "scientific, technical, or other specialized knowledge
will assist the trier of fact to understand the evidence or to determine a fact in issue," an expert
may testify thereto. The plaintiffs argued that FRE 702's expansive language, focusing on
"specialized knowledge" and helpfulness to the jury, implied a more flexible standard than the rigid
requirement of "general acceptance" demanded by Frye. The Supreme Court's examination of the
legislative history and plain text of the FRE supported the view that Congress intended the Rules to
govern, thus necessitating the creation of a new, evidence-based reliability test.

3. The Supreme Court Decision and the Shift to FRE

In its landmark opinion, authored by Justice Harry Blackmun, the Supreme Court unequivocally
held that the Federal Rules of Evidence, particularly Rule 702, provided the standard for
admitting expert scientific testimony in federal trials, thereby rendering the Frye Standard obsolete
at the federal level. The Court explained that FRE Rule 702 imposes a two-pronged requirement
for admissibility: relevance and reliability. Testimony must be relevant, meaning it must "assist the
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trier of fact" (the jury or judge) in understanding or determining a fact in issue, which essentially
echoes the requirement of FRE Rule 402. More critically, the evidence must be reliable, meaning it
must be grounded in the methods and procedures of science and constitute more than subjective
belief or unsupported speculation.

The decision emphasized that while the abandonment of Frye might seem to introduce a degree of
liberality, this flexibility is counterbalanced by the procedural constraints inherent in the FRE. The
trial judge must ensure that the expert testimony presented is not only relevant but also
trustworthy. This reliability assessment is designed to protect against unreliable evidence,
recognizing that expert testimony carries significant persuasive weight with a jury. The Court noted
that scientific conclusions are tentative and subject to revision, and the legal standard for
admissibility should reflect this dynamic nature, provided the underlying methodology is
scientifically sound.

Crucially, the Court outlined that the gatekeeping obligation imposed on the trial judge is necessary
because the conventional adversarial tools of cross-examination and presentation of contrary
evidence may not always be sufficient to expose flawed or misleading scientific testimony to a lay
jury. Thus, the judge acts as an essential filter to prevent the jury from relying on "pseudoscience."
This foundational judicial role ensures that the jury receives evidence derived from scientific
knowledge, defined by the Court as encompassing "something more than subjective belief or
unsupported speculation.” This judicial requirement for validation under FRE 702 established the
core of what is now universally known as the Daubert Standard.

4. The Daubert Standard: Criteria for Admissibility

While declining to establish a rigid, definitive checklist, the Supreme Court provided a non-
exhaustive list of four factors, often referred to as the "Daubert Factors," that a trial judge should
consider when assessing the reliability and scientific validity of an expert's methodology. These
factors represent the fundamental characteristics of scientific inquiry and provide a structured
approach for the judicial gatekeeper. The judge is tasked with making a preliminary assessment as
to whether the reasoning or methodology underlying the testimony is scientifically valid and
whether that reasoning or methodology properly can be applied to the facts in issue.

The four primary Daubert factors are:

Testability (Falsifiability): Whether the theory or technique in question can be and has been
tested. Scientific methodology is inherently an attempt to falsify a hypothesis; thus, a reliable
scientific theory must be capable of being disproven.

Peer Review and Publication: Whether the theory or technique has been subjected to peer
review and publication. While publication in a peer-reviewed journal is not dispositive, it indicates
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that the methodology has been subjected to the scrutiny of the scientific community, which is a key
component of good science.

Known or Potential Rate of Error: In the case of a particular scientific technique, the judge
should consider the known or potential rate of error and the existence and maintenance of
standards controlling the technique's operation. This factor is especially critical in forensic science
methodologies.

General Acceptance (The Residue of Frye): Although superseded, the Court noted that the
degree of acceptance within the relevant scientific community remains a relevant consideration.
Widespread acceptance can support admissibility, while universal rejection suggests the evidence
is unreliable.

These factors were intended to guide the judge's inquiry into the soundness of the science,
promoting a methodology-over-conclusion approach. The ruling mandates that the focus must be
solely on the principles and methodology used by the expert, not on the ultimate conclusions
generated, although the Court acknowledged that these two elements are sometimes inseparable.
The application of these factors shifted the inquiry from asking "Is this science generally
accepted?" to "Is this science validly reasoned and applied?"

5. Implications for the Gatekeeping Role of Judges

The most immediate and transformative consequence of Daubert was the formalization of the trial
judge's role as the gatekeeper of scientific evidence. This function requires judges to actively
scrutinize the underlying scientific basis of expert testimony before allowing it to be presented to
the jury. This contrasts sharply with the passive role under Frye, where judges primarily deferred to
the consensus of the scientific community. Under Daubert, judges must conduct a deep,
independent evaluation of the scientific method, assessing elements like experimental design,
control groups, statistical significance, and potential biases.

This new gatekeeping responsibility significantly increased the complexity and burden placed on
trial judges, many of whom lack formal scientific training. It necessitated that judges become
sufficiently educated in the basics of the scientific method and statistical analysis to effectively
evaluate the reliability of evidence presented in hearings--often referred to as Daubert Hearings.
These hearings require the proponent of the expert testimony to demonstrate, usually by a
preponderance of the evidence, that the testimony satisfies the standards of FRE 702 and the
Daubert factors. Failure to meet this burden results in the exclusion of the expert's testimony.

The shift also created a new legal terrain, encouraging increased litigation over the admissibility of
evidence. Parties now routinely challenge opposing experts through pre-trial motions, arguing that
their methodologies fail to meet the required reliability standards. This procedural mechanism
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ensures that potentially unreliable or speculative scientific opinions are rigorously screened,
thereby upholding the integrity of the judicial process. Critics argue that this places too much
scientific authority in the hands of non-scientists (judges), potentially leading to inconsistent rulings;
however, proponents maintain that judicial screening is essential to protect the jury from inherently
unreliable, though superficially appealing, scientific claims.

6. The Daubert Trilogy and Codification

The Daubert Standard was refined and expanded by two subsequent Supreme Court decisions,
which together form the Daubert Trilogy. These cases clarified the scope of the gatekeeping
function, ensuring its application to all forms of expert testimony, not just novel scientific evidence.

The first clarifying case was General Electric Co. v. Joiner (1997). Joiner addressed the standard
of review for an appellate court reviewing a trial judge's decision to admit or exclude evidence. The
Court held that appellate courts should apply an abuse of discretion standard, granting
substantial deference to the trial judge's admissibility determination. Importantly, Joiner also
clarified that the judge could look beyond the expert's methodology and assess whether the
expert's conclusions were supported by the data--a critical limitation on the Daubert focus on
methodology alone. If an expert relies on sound methodology but reaches a conclusion that is
entirely unsupported by the data, the testimony can still be excluded.

The third, and perhaps most expansive, case was Kumho Tire Co. v. Carmichael (1999). This
ruling addressed whether the Daubert gatekeeping requirement applied only to scientific expert
testimony or extended to all technical or specialized knowledge covered by FRE Rule 702. The
Court held that the gatekeeping obligation applies to all expert testimony, including that based on
technical or other specialized knowledge (e.g., engineering, accounting, or vocational experience).
While the specific Daubert factors (testability, error rate) might not always be applicable to non-
scientific expertise, the trial judge must still employ some reasonable measure of reliability to
ensure the testimony is based on sound principles, not mere guesswork. This ruling solidified the
judge's universal gatekeeping role for all expert witnesses.

The principles established by the Daubert Trilogy were formally codified in the year 2000
amendments to Federal Rule of Evidence 702, which now explicitly incorporates the concepts of
reliability, proper application of methodology, and sufficient facts/data as prerequisites for
admissibility. This codification confirmed that the Daubert framework is the authoritative rule
governing expert testimony in all U.S. federal courts.

7. Consequences and Impact on Scientific Evidence

The long-term impact of Daubert v. Merrell Dow Pharmaceuticals Inc. has been immense,
fundamentally changing the landscape of litigation, particularly in complex areas like toxic torts,
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intellectual property, and medical malpractice. By empowering judges to meticulously scrutinize the
scientific basis of claims, the ruling effectively raised the bar for plaintiffs seeking to introduce novel
scientific theories of causation. Many states followed the federal lead, either adopting the full
Daubert standard or creating hybrid admissibility tests.

The most notable consequence is the increased reliance on rigorous epidemiological and statistical
evidence in establishing causation. Under Daubert, anecdotal evidence, animal studies, and
chemical analyses, like those presented by the Daubert plaintiffs, are often deemed unreliable if
contradicted by well-executed human epidemiological studies that fail to show a statistically
significant link. This emphasis on empirically verifiable data has led to the exclusion of numerous
experts and the subsequent dismissal of major class-action lawsuits based on tenuous scientific
foundations.

Conversely, Daubert also fostered greater communication and collaboration between the legal and
scientific communities. It necessitated that scientists testifying in court better understand the legal
standards of reliability, while requiring judges and lawyers to become more scientifically literate.
This interaction has spurred advancements in court procedures, including the appointment of
court-ordered technical advisors or neutral experts, aimed at assisting judges in understanding
complex scientific disputes and ensuring that judicial rulings are based on the best available
science, rather than simply the most persuasive presentation.

Further Reading

Daubert v. Merrell Dow Pharmaceuticals Inc. (Wikipedia)

Federal Rules of Evidence (FRE)

The Frye Standard and its Displacement

Reference Manual on Scientific Evidence (Federal Judicial Center)
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