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Executive Summary
Expert testimony is often crucial in complex civil cases. A ruling on
whether an expert’s proposed testimony is admissible may be the
difference between the dismissal of thousands of product liability
cases or a multibillion-dollar settlement, for example. This paper
examines how judges should be guided to make these decisions
and explores how improper gatekeeping can result in unreliable
evidence entering the courtroom.
It answers questions such as: Why does the
judicial system distinguish testimony
presented by experts from other witnesses?
What are the major milestones on standards
for admission for expert testimony in federal
courts and their impact? How are state
courts evaluating the admissibility of expert
testimony and what are the most recent
developments? What are the primary
concerns with the application of these
standards today?
The admissibility of expert testimony is at
the forefront today for several reasons. To
begin with, mass tort litigation involving
medications, medical devices, and consumer
products has exploded (along with advertising
to generate such claims). The concentration
of cases in federal multidistrict litigation
(MDLs) has exponentially increased. As a
result, a single ruling on the admission of
expert testimony on causation can decide
whether thousands of claims are dismissed
or move forward.
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Class action litigation, which often relies on
expert testimony to establish common
injuries or damages, is also on the rise. The
concentration of these cases in federal courts
has increased since the enactment of the
Class Action Fairness Act in 2005, but there
remains a significant number of these cases
in state courts.
Providing some much-needed clarity to the
issue of admissibility of expert testimony,
federal courts adopted an approach that
requires judges to serve as gatekeepers over
the reliability of expert testimony in the
1990s. U.S. Supreme Court decisions require
judges to scrutinize not only the qualifications
of an expert but whether his or her testimony
is reliable and fits the facts of the case. This
is referred to as the Daubert approach.
Responding to this shift, the federal rule
governing the admissibility of expert
testimony, Federal Rule of Evidence 702
(Rule 702), was amended in 2000 to reflect
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the Daubert line of cases and to establish and
define a uniform standard. Yet, some judges
have not altered their approach accordingly.
Other judges may feel compelled to admit
unreliable expert testimony because some
federal circuits favor admissibility over
accuracy and have a record of reversing
decisions that exclude expert testimony.
In the two decades since these changes
went into effect, the U.S. Supreme Court and
the Advisory Committee on Rules of
Evidence (Advisory Committee) have not
provided additional guidance on expert
testimony admissibility, despite significant
changes in the litigation environment.
In the meantime, three-quarters of states
have moved to the Daubert gatekeeping
approach. Maryland, Florida, New Jersey,
Missouri, and the District of Columbia are the
most recent jurisdictions to do so. While
helpful, as the federal experience shows,
this shift does not guarantee that judges
will rigorously scrutinize the reliability of
expert testimony.
Irrespective of the established standard,
some judges view expert testimony as
presenting an issue of weight or credibility for
the jury’s consideration rather than an issue
of admissibility for the court’s determination.
This may occur because judges lack
confidence in their understanding of scientific
principles and methods. Some courts have
flipped the burden of proof by applying a
presumption of admissibility of expert
testimony, rather than requiring the party
that offers such testimony to show that it
meets the standard set by a preponderance
of the evidence.
There is no quick fix that will eliminate
unreliable expert testimony from civil cases.
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Some actions that may improve the litigation
environment, however, include:
• A
 mending Rule 702 in a manner that
clarifies the admissibility standards and
rejects the widely cited caselaw that fails
to properly apply the rule, as identified
in this paper. The Advisory Committee
is currently considering these types of
proposals. While any changes would apply
only to federal courts, states often conform
their rules to provide consistency with the
federal rules.
• S
 eeking a vehicle for the U.S. Supreme
Court to provide guidance regarding the
admissibility of expert testimony. Areas
where circuit courts have diverged in
approach or where a single ruling admitting
unsound expert testimony permits
thousands of cases to move forward may
spark the Court’s interest.
• E
 ncouraging litigators to refer to Rule 702
rather than Daubert to emphasize that the
rule, not caselaw, sets the admissibility
standards, and to reduce potential recoil
from judges who may negatively view
Daubert as “tort reform” but are more
inclined to follow court rules.
• S
 upporting balanced judicial education
programs exploring scientific principles
and methods to help judges feel more
comfortable and confident sifting unreliable
from sound expert testimony and
exercising their gatekeeping authority. This
knowledge may make them less likely to
declare that the issue involves the weight,
not the reliability, of the evidence.
• E
 ducating policymakers and the media
by showing how the admission of
unsound expert testimony adversely
affects the public.
2

Why Does Expert Testimony Warrant Close
Judicial Scrutiny?
Unlike ordinary witnesses, the civil justice system allows experts to
testify beyond firsthand observations and answer a critical question
that the jury is deciding. Experts address issues beyond the life
experiences and common knowledge of jurors, making the veracity
of their testimony more difficult to evaluate. The wider latitude
provided to experts in the courtroom and their influence on outcomes
makes it essential that their testimony is based on sound science,
rather than created for litigation.
Ordinary witnesses typically testify without
significant judicial intervention in civil trials. A
lay witness’s testimony needs only to be
“relevant,” meaning that it has any tendency
to make a fact at issue in the litigation more or
less probable.1 Relevant evidence is
admissible unless there is a specific,
recognized prohibition or limitation on its use.2
For example, attorneys may object to
testimony on grounds that it is unduly
prejudicial or is duplicative and a waste of
time.3 Lay witnesses cannot present
hearsay—testimony about what other people
or documents said when not present in court.
Attorneys may also object to lay testimony
that would present information that is not
permitted for public policy reasons, such as
testimony discussing steps a defendant took
to make an injury less likely to occur after a
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plaintiff’s injury (subsequent remedial
measures)4 or violating an established
privilege (such as attorney-client privilege or
spousal privilege). Attorneys challenge the
truthfulness and accuracy of lay witness
testimony through cross-examination and
presenting rebuttal witnesses.

Expert Testimony is Different
Expert testimony is treated differently from
lay witness testimony for several reasons.
First and foremost, expert testimony, by
definition, is outside the realm of an ordinary
juror’s knowledge. Expert testimony often
addresses unfamiliar and esoteric fields. A
juror’s own knowledge, based on life
experience, is of little value in determining
whether an expert is telling the truth about
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a matter requiring specialized study or
training. In addition, expert witnesses are
given latitude not provided to other
witnesses. An expert can offer opinions that
are not based on firsthand knowledge or
observation. They can use hearsay evidence
to justify their opinions, even if the
underlying evidence is inadmissible.5 Expert
witnesses can also testify on the ultimate
issue in the case—the issue that the jury
will need to decide—such as whether a
product caused a person’s illness. For these
reasons, expert testimony can be
particularly powerful and misleading. This is
why a “let the jury decide” approach alone
is inappropriate for expert witnesses and
does not facilitate the search for truth.
As discussed below, expert testimony must
be more than relevant; it must be reliable. It
should not be admitted in court based on
qualifications alone. Nor should an expert’s
opinion be deemed sufficiently backed by
science when that person relies on a study
that is an outlier, has major limitations or
flaws, or does not address the allegations in
the litigation.

“

Expert Testimony Can Make or
Break Mass Tort Litigation
As a practical matter, whether or not expert
testimony is admissible often makes or
breaks mass tort litigation. If a plaintiff’s
expert testimony on general causation
(whether a product is capable of causing a
particular condition) is found unreliable and
inadmissible, the case must fail. Likewise, if
a plaintiff’s expert testimony on specific
causation (whether a product caused the
particular plaintiff’s injury) is inadmissible,
that litigation cannot proceed. On the other
hand, once a court rules that a plaintiff’s
expert testimony is admissible, it becomes
much more likely that a case will proceed
toward trial. Where mass tort litigation is
consolidated before a judge for pretrial
purposes, a single ruling permitting “shaky”
expert testimony from plaintiffs may mean
that thousands of cases will move forward.
The cost of prolonged litigation provides a
major incentive for a business to enter a
global settlement, even if reliable evidence
strongly supports its position in litigation.

Where mass tort litigation is consolidated before a judge for
pretrial purposes, a single ruling permitting ‘shaky’ expert
testimony from plaintiffs may mean that thousands of cases will
move forward.
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“

When litigation gets
ahead of science, beneficial
products may be pulled from
the market.

”

When litigation gets ahead of science,
beneficial products may be pulled from the
market. One well-known example is the
Bendectin litigation. In that instance,
lawsuits claiming the drug caused birth
defects resulted in multi-million dollar
verdicts in the early 1980s and led to the
loss of the only FDA-approved medication
that blunted the symptoms of morning
sickness. The overwhelming weight of the
science did not support this link and the
verdicts were reversed on appeal.6
A more recent example is litigation blaming
talc for ovarian cancer and mesothelioma.
These lawsuits flew in the face of the
established scientific consensus.7
Nonetheless, in May 2020, Johnson &
Johnson announced that it would stop
selling its iconic Baby Powder in the United
States and Canada after a series of massive
verdicts in jurisdictions widely viewed as
favoring plaintiffs.8 The company attributed
the decision in part to declining demand
caused by a “constant barrage of litigation
advertising.”9 A leading supplier of talc to
Johnson & Johnson and others filed for
bankruptcy in 2019.10
Bayer is in the process of finalizing an
approximately $11 billion settlement of tens
of thousands of lawsuits blaming Roundup
for non-Hodgkin’s lymphoma,11 despite an
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international consensus that has not found
such a link. That litigation began with a
finding by the International Agency for
Research on Cancer (IARC) that
glyphosate—a broad-spectrum herbicide
used as an ingredient in weed killers—had
the potential to be carcinogenic.12 Unlike
public health and environmental
regulators, IARC’s job is to make
preliminary findings with a large degree of
speculative freedom, in the hopes of
identifying possible threats very early in the
process that might require further
research.13 In other words, mass litigation
over the dangers posed by Roundup was
based on a tentative finding by an
agency tasked with speculating about
possible dangers. Nonetheless, that
preliminary finding spurred an entire
MDL full of lawsuits.
Those lawsuits would have no traction
unless the plaintiffs offered expert
testimony to back up the IARC’s
preliminary statement. As a result, a federal
district court in California found itself
evaluating the testimony of an
epidemiologist who testified that a
relationship existed between exposure to
glyphosate and non-Hodgkin’s lymphoma.
Despite noting the “valid” critique that the
proposed expert had not adjusted her data
to account for use of other pesticides14—
which it found “calls her objectivity and
credibility into question”15—the court
admitted her testimony because it did “not
rise to the level of an ‘unreliable nonsense
opinion.’”16 The trial court conceded that
this result was compelled by the Ninth
Circuit’s permissive standard for expert
admission, which resulted in more
“deference to experts in close cases than
might be appropriate in other circuits.”17
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“

As these cases illustrate, unless there are strong
safeguards over expert testimony, plaintiffs’ attorneys can
simply find an expert willing to link a condition or illness
with an unknown cause or multiple risk factors to a
commonly used product, then generate thousands of claims
through television commercials, internet ads, and social
media. They can then pressure a company to settle ...

As in the talc litigation, the science
admitted in the Roundup courtroom did
not match the clear scientific consensus
in the real world. For example, in January
2020, the U.S. Environmental Protection
Agency (EPA) publicly reiterated that the
agency had “thoroughly evaluated potential
human health risk associated with exposure
to glyphosate and determined that there
are no risks to human health from the
currently registered uses of glyphosate and
that glyphosate is not likely to be
carcinogenic to humans.”18 Similarly, in
June of 2020, a California federal district
court enjoined the state from requiring a
“Proposition 65” cancer warning on
glyphosate-based herbicides because “the
great weight of evidence indicates that
glyphosate is not known to cause
cancer.”19 Bayer intends to continue selling
the product, without a cancer warning and
with the backing of the EPA—an
unprecedented situation.20
As these cases illustrate, unless there are
strong safeguards over expert testimony,
plaintiffs’ attorneys can simply find an
expert willing to link a condition or illness
with an unknown cause or multiple risk
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factors to a commonly used product, then
generate thousands of claims through
television commercials, internet ads, and
social media. They can then pressure a
company to settle as a result of litigation
costs, the risk of liability, and harm to the
company’s image, products, and stock due
to negative publicity.

Importance in Class Action
and Other Litigation
Expert testimony also plays a key role in
class action, medical malpractice, and other
complex civil litigation. For example, in
class action litigation, experts may present
novel theories of damages where class
members have not experienced a true
financial loss or as a means of presenting a
common injury allowing class certification.
Expert testimony can also be important in
criminal prosecutions and is generally
subject to the same admissibility standards.

The Expert Testimony Industry
Expert witnesses are rarely neutral
observers whose research happens to
support a party’s position in litigation.

6

Many professional expert witnesses receive
a substantial portion of their income from
offering trial consultation services and
testifying in depositions and trials, rather
than from practicing in the profession in
which they are offered as an expert.
Individuals often become “go-to” expert
witnesses for personal injury lawyers.
These experts often testify, or attempt to
testify, about issues that go beyond their
expertise and are willing to testify based on
the needs of the party that hires them. They
are sometimes referred to as “hired guns.”
A small group of experts can be critical to
mass tort litigation. For example, Dr. William
Longo was central to the talc litigation in
backing the plaintiffs’ allegation that products
contained traces of asbestos based on highly
questionable methods. Dr. Ray Harron, a
radiologist, diagnosed tens of thousands of
individuals as having asbestosis in the mid1990s through early 2000s, until he was
exposed as a fraud and surrendered his
license to practice medicine.21
Some individuals also specialize in assisting
plaintiffs when seeking large damage
awards. For instance, an economist,
Dr. Stanley Smith, literally wrote a book on
how to quantify the value of human life and
has served as a plaintiffs’ damages expert in
many cases (most, but not all, courts have
found his testimony to be inadmissible).22
Certain medical doctors spend a significant
amount of their time as expert witnesses,
sometimes abandoning their medical
practices. In response, some state
legislatures have responded to the practice
of using professional expert witnesses by
requiring the witness on the standard of care
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to be actively practicing in the same specialty
as the defendant at the time of injury.23
Becoming a plaintiffs’ expert can be quite
lucrative. Dr. Longo’s firm has earned
$30 million from providing expert testimony
in asbestos litigation over 30 years and
recently shifted to concentrate on talc
cases.24 Some frequent expert witnesses
may be more driven by anti-corporate bias
than money. Dr. David Egilman, a professor
of family medicine at Brown University, has
been a paid expert witness in 600 cases
involving occupational diseases over 35
years. He has said he believes corporations
minimize their costs at the expense of
public health.25
Expert witnesses are typically paid an hourly
rate. Nearly every state has a provision
within its Rules of Professional Conduct and
case law that prohibits compensating an
expert witness based on the outcome of
the case.26 Occasionally, however,
arrangements that attempt to thread this
line have been revealed. For example, in a
bellwether trial alleging a hip implant was
defectively designed, high-profile plaintiffs’
attorney Mark Lanier told jurors that two
key expert witnesses, father and son
orthopedic surgeons, were unpaid, drawing
a contrast with the defendant’s experts.
After the jury returned a $502 million
verdict, it was discovered that Lanier had
made a $10,000 charitable donation to the
father’s favorite charity before trial and sent
checks totaling $65,000 to the surgeons
after the trial along with thank-you notes.
The U.S. Court of Appeals for the Fifth
Circuit did not mince words in throwing out
the verdict:
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[L]et us speak plainly: Lawyers cannot
engage with a favorable expert, pay
him “for his time,” then invite him to
testify as a purportedly “non-retained”
neutral party. That is deception, plain
and simple. And to follow that up with
[a] post-trial “thank you” check merely
compounds the professional
indiscretion.27
Some have advocated for greater use of
court-appointed experts,28 as permitted by
Federal Rule of Evidence 706, as a means of
avoiding battles of party-paid experts. While
courts occasionally use this authority, this
approach has never gained momentum.
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‘Lawyers cannot
engage with a favorable
expert, pay him “for his
time,” then invite him to
testify as a purportedly
“non-retained” neutral
party. That is deception,
plain and simple.’
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The Evolution of
Expert Testimony Standards
Courts have applied varying standards to evaluate the admissibility
of expert testimony. Federal courts initially followed the Frye
“general acceptance” test. They moved to the more rigorous
Daubert factors, which deputized judges as “gatekeepers” over the
reliability of expert testimony, in 1993. Courts are also bound by
rules of evidence, including Rule 702. While the trend is toward
greater scrutiny of expert testimony, some courts continue to allow
witnesses to offer dubious, scientifically unsupported theories.
1923: Federal Courts Adopt the
General Acceptance Test
Expert testimony was rare until the 1920s.
As expert testimony became more
common, federal courts admitted it when
the principle or discovery that served as the
basis of the testimony had gained “general
acceptance” within the expert’s field.

Robert Wade Brown, a prominent AfricanAmerican physician who served as president
of the National Benefit Insurance Company,
in Dr. Brown’s Washington, D.C. home. Frye
confessed to the murder to the police, but
then recanted.30

In rejecting the polygraph evidence, the
court observed that “[j]ust when a
scientific principle or discovery crosses the
line between the experimental and
The D.C. Circuit adopted this test when it
found that a trial court correctly did not allow demonstrable stages is difficult to define.”
“[W]hile courts will go a long way in
a criminal defendant, James Alphonso Frye,
admitting expert testimony deduced from a
to support his innocence by introducing the
well-recognized scientific principle or
results of a “systolic blood pressure
deception test” (a polygraph test) and having discovery,” the court found that “the thing
from which the deduction is made must be
the psychologist who invented the test
29
explain them. Frye was accused of shooting sufficiently established to have gained

9
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general acceptance in the particular field in
which it belongs.”31 The systolic blood
pressure deception test had not gained
this scientific recognition among
physiological and psychological authorities.
As a result, Frye’s conviction of seconddegree murder stood.
While the Frye standard may seem
restrictive, the test was often limited to
forensic testimony in criminal cases and
“novel” scientific theories. In other areas,
courts liberally admitted expert testimony
and did not engage in a thorough evaluation
of the reliability of proposed expert
testimony. Frye was often not applied to
expert testimony in established areas (even
if lacking a reliable scientific basis), on
technical issues, or for damages. Thus, the
only significant limitation on expert
testimony in many cases was that the
expert witness was qualified in his or her
field. If an expert had impressive
credentials, laid a proper foundation for the
evidence, and the evidence had relevance
to the case, courts would generally admit it
and take a “let the jury decide” approach.

“

Frye was often not
applied to expert
testimony in established
areas (even if lacking a
reliable scientific basis),
on technical issues, or for
damages.

”
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Rule 702 did not
indicate whether the Frye
general acceptance test
survived its adoption. As a
result, many courts did not
alter their method of
admitting expert
testimony.

”

1975: Federal Rules of Evidence
The next milestone in the evolution of
expert testimony standards was the 1975
adoption of the Federal Rules of Evidence,
including Rule 702, pursuant to the Rules
Enabling Act, which gives them the force of
law.32 The original text of Rule 702 stated:
If scientific, technical, or other
specialized knowledge will assist the
trier of fact to understand the evidence
or to determine a fact in issue, a
witness qualified as an expert by
knowledge, skill, experience, training, or
education, may testify thereto in the
form of an opinion or otherwise.
Rule 702 did not expressly indicate whether
the Frye general acceptance test survived
its adoption. As a result, many courts did
not alter their method of admitting expert
testimony. Some expanded the application
of the Frye test or vaguely required
testimony to be “reasonably reliable.”33
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The Daubert factors are:

“

A transformation
began in 1993, when the
U.S. Supreme Court held
in Daubert v. Merrell Dow
Pharmaceuticals, Inc.,
that Rule 702 supplanted
‘general acceptance’ as
the exclusive test for
admissibility.

”

1993-1999: The Daubert
Gatekeeping Approach
A transformation began in 1993, when the
U.S. Supreme Court held in Daubert v.
Merrell Dow Pharmaceuticals, Inc.,34 that
Rule 702 supplanted “general acceptance”
as the exclusive test for admissibility. The
core take-aways from this landmark case
are that:
• Expert testimony must not only be
relevant, it must be reliable.
• Judges must serve as “gatekeepers”
over the admission of expert testimony
and must take an active role in
scrutinizing its reliability before it is
presented to a jury.
• C
 ourts should consider key factors to
determine the reliability of expert testimony.

11

(1) whether the theory or technique can be
and has been tested;
(2) whether it has been subject to peer
review and publication;
(3) whether, in respect to a particular
technique, there is a known or potential
rate of error and whether there are
standards for controlling that rate; and
(4) whether the theory or technique enjoys
general acceptance within the relevant
scientific community.
The decision also required trial court judges
to examine whether the expert’s reasoning
or methodology is scientifically valid and
properly applied to the facts of the case.
Two Supreme Court decisions on expert
evidence followed Daubert, composing what
is referred to as the Daubert trilogy. In
General Electric Co. v. Joiner, the Court in
1997 held that the abuse of discretion
standard applies to appellate review of
rulings, regardless of whether the lower
court admitted or excluded the expert
testimony, providing deference to trial court
decisions.35 Joiner also indicated that courts
may exclude expert opinions when “there is
simply too great an analytical gap between
the data and the opinion proffered.”36 An
expert’s conclusions must flow from the
scientific evidence. Joiner involved a trial
court’s exclusion of testimony linking PCB
exposure to lung cancer based on studies
in which infant mice were subjected to
highly concentrated, massive doses of
PCBs directly injected into their bodies,
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which had been improperly reversed by an
appellate court.
The next case in 1999, Kumho Tire Co. v.
Carmichael, clarified that a judge’s
gatekeeping role under Rule 702 applies to
all expert testimony, including skill or
experience-based observation.37 The Court
rejected a distinction between scientific
testimony and technical expertise. Thus, a
trial court did not err in excluding the
testimony of a tire engineer who sought to
testify that a tire exploded due to a defect
based on a visual inspection, which did not
suggest other causes.
Daubert can be summarized as requiring a
three-step process that evaluates:
(1) qualifications; (2) reliability; and (3) fit.
The “gatekeeping role” for judges adopted
by the Supreme Court fundamentally
shifted the level of judicial scrutiny given to
expert testimony. The Court deputized
judges, giving them the responsibility to
scrutinize the reliability of expert testimony
that was sometimes viewed by plaintiffs’
lawyers and judges as sacrosanct to juries.
Judge Vince Chhabria of the U.S. District
Court for the Northern District of California
recently explained why the judicial
gatekeeping role is essential for identifying
when proposed expert testimony goes too far:

“

Before the expert takes the stand, the
judge reads the briefs, reads the expert
reports, maybe looks at some of the
expert deposition testimony, and reads
the actual studies that the experts are
talking about and has a lot of time. The
jury is sitting there in the trial, has not
read the studies before the expert
comes up and testifies, has not read any
of the briefs, and doesn’t even get to
bring the studies back into the jury room
to look at. They are just shown quotes
on the board that the expert wants
them to see in support of this opinion
that they are hearing for the first time.38
In sum, “it is much easier for a judge in the
Daubert process to root out overstatement
in a complicated case after climbing the
learning curve than it is for a juror who is in
the heat of trial.”39
While Daubert firmly established judges as
gatekeepers over the reliability of expert
testimony, the decision did not slam the
door on junk science. The opinion includes
language that allows plaintiffs’ lawyers to
argue for, and for courts to admit,
questionable expert testimony. For
example, the Supreme Court began
Daubert by observing the “liberal thrust” of
the Federal Rules and that its “general
approach of relaxing the traditional barriers
to ‘opinion’ testimony” was inconsistent
with “rigid” admissibility requirements.40

The ‘gatekeeping role’ for judges adopted by the
Supreme Court fundamentally shifted the level of judicial
scrutiny given to expert testimony.
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“

As the Court discussed
the factors, it used the phrase
‘should consider,’ not ‘must
consider,’ which some trial
courts have viewed as
permission to disregard what
may be a pertinent factor.

”

The Court characterized the Rule 702 inquiry
as “a flexible one,”41 indicating that “many
factors will bear on the inquiry” and
Daubert’s four factors are not a “definitive
checklist or test.”42 As the Court discussed
the factors, it used the phrase “should
consider,” not “must consider,”43 which
some trial courts have viewed as permission
to disregard what may be a pertinent factor.
The Supreme Court also observed in
Daubert that “[v]igorous cross-examination,
presentation of contrary evidence, and
careful instruction on the burden of proof are
the traditional and appropriate means of
attacking shaky but admissible evidence.”44
This “shaky but admissible” language
continues to appear in trial court decisions
admitting expert testimony that rely upon
outlier studies or methods.

2000: Amended Rule 702
In 2000, Rule 702 was amended via the
Rules Enabling Act process to define and
establish uniform principles based on the
Daubert trilogy, resolve disputes over
Daubert’s application, and rein in
recalcitrant judges through codifying a
“more rigorous and structured approach”
than some courts were employing.45
13

The amended rule, which remains in place
today, provides:
A witness who is qualified as an expert
by knowledge, skill, experience, training,
or education may testify in the form of
an opinion or otherwise if:
(a) the expert’s scientific, technical, or
other specialized knowledge will help
the trier of fact to understand the
evidence or to determine a fact in issue;
(b) the testimony is based on sufficient
facts or data;
(c) the testimony is the product of
reliable principles and methods; and
(d) the expert has reliably applied the
principles and methods to the facts of
the case.
The amendment was intended to clarify
that both the principles relied upon by an
expert and his or her application of those
principles to the specific facts of the case
must be reliable. The Committee Notes to
the amendment indicate that “any step that
renders the analysis unreliable ... renders
the expert’s testimony inadmissible. This is
true whether the step completely changes
a reliable methodology or merely
misapplies that methodology.”46
Because the Rules Enabling Act authorizes
the Supreme Court to promulgate rules of
procedure and provides Congress the
opportunity to modify or reject them, Rule
702 has the force of law.47 Still, Rule 702,
like Daubert, contains language that has
been misunderstood or seized upon by
plaintiffs’ lawyers and judges who prefer a
lenient approach to the admission of expert
testimony. For example, the Committee
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“

Still, Rule 702, like Daubert, contains language that has
been misunderstood or seized upon by plaintiffs’ lawyers and
judges who prefer a lenient approach to the admission of
expert testimony.

”

Notes to the 2000 amendment state:
A review of the caselaw after Daubert
shows that the rejection of expert
testimony is the exception rather than the
rule. Daubert did not work a “seachange
over federal evidence law,” and “the trial
court’s role as gatekeeper is not intended
to serve as a replacement for the
adversary system.”48
This comment was intended to characterize
the state of affairs between Daubert and
the 2000 amendment, not to suggest that
the amendment establishes a presumption
of admissibility. In addition, the Committee
noted that amended Rule 702 is “broad
enough to require consideration of any or all
of the specific Daubert factors where
appropriate,” which can be misread to
suggest that judges do not need to apply
the Daubert factors, even when clearly
applicable, and may instead take a different
approach to evaluating reliability.
Legal scholars observe that the 2000
amendment has not achieved the hoped-for
result of consistently requiring reliability in
expert testimony. As explained in more
detail below, some courts seem not to
understand the rule and do not apply it as
written. Others recite it by rote, then rely on
obsolete pre-2000 case law to determine
the admissibility of expert testimony. Courts
may use the language of Daubert to admit
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“shaky” expert testimony or rely on
language in the Committee Notes to find
that a challenge to expert testimony goes to
the weight it should receive (for the jury to
decide) rather than its admissibility (for the
judge to decide). Despite the abuse of
discretion standard, some circuit courts are
much more likely than others to closely
scrutinize and reverse decisions excluding
expert testimony, while allowing decisions
admitting expert testimony to stand.
Although Rule 702 allows courts discretion
when applying the rule to a particular case,
it does not (and cannot) give courts leeway
to substitute different standards that are
incompatible with the rule.

“

Legal scholars
observe that the 2000
amendment has not
achieved the hoped-for
result of consistently
requiring reliability in
expert testimony.

”
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“

As the Committee
Reporter bluntly observed,
‘the fact remains that some
courts are ignoring the
requirements of Rule 702(b)
and (d).’

”

2018: Advisory Committee
Establishes Rule 702 Subcommittee
Calls to amend Rule 702 have mounted as
it has become more apparent that some
judges, and specific circuit courts in
particular, misunderstand the rule or fail to
apply it, while others adhere to its
requirements. The Advisory Committee
held a symposium on developments in
expert testimony at Boston College School
of Law in October 2017. That event
sparked the Advisory Committee’s
appointment of a Rule 702 Subcommittee
the following year to explore possible
amendments. In doing so, the Advisory
Committee’s leadership recognized that “a
fair number of courts” have treated Rule
702’s reliability requirements as questions
of weight for the jury’s consideration rather
than admissibility for the court’s
determination.49 As the Committee
Reporter bluntly observed, “the fact
remains that some courts are ignoring the
requirements of Rule 702(b) and (d).”50
These provisions require an expert to base
his or her testimony on sufficient facts or
data and reliably apply the principles and
methods to the facts of the case.
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The Advisory Committee has focused on
two possible changes to the rule: The first
would be an amendment aimed at
prohibiting experts from overstating the
degree of confidence in their results.51 While
directed specifically at forensic experts, who
may say that an opinion has a “zero error
rate,” the draft amendment could apply to
other contexts where an expert’s opinion is
not grounded in a numerical probability, such
as an electrician testifying with complete
certainty that “the house was not properly
wired.”52 The second possible amendment
would instruct that the rule’s admissibility
requirements—including sufficiency of basis
and reliability of application—are matters for
the court to decide by a preponderance of
the evidence.53 They are not questions of
weight to be decided by a jury.
A June 2020 report on the Advisory
Committee’s progress states:
[T]he Committee is considering how to
respond to the fact that many courts
have declared that the reliability
requirements set forth in Rule 702(b)
and (d)—that the expert has relied on
sufficient facts or data and has reliably
applied a reliable methodology—are
questions of weight and not
admissibility. These statements can be
read to misstate Rule 702, because all
its admissibility requirements must be
met by a preponderance of the
evidence. The Committee has
determined that many of these broad
statements made by courts, while
unfortunate, have not led to rulings in
which the requirements of Rule 702
have been undermined. But the
Committee has also concluded that in a
number of cases, courts have found
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expert testimony admissible even
though the proponent has not satisfied
the Rule 702(b) and (d) requirements by
a preponderance of the evidence.
So far, the Committee has been
reluctant to propose a change to the
text of Rule 702 to address these
mistakes as to the proper standard of
admissibility, in part because the
preponderance of the evidence
standard applies to almost all
evidentiary determinations, and
specifying that standard in one rule
might raise negative inferences as to
other rules. Also, the Committee is
wary about changing a rule in a way
that essentially says, “apply the rule
the way it was written.”
While a textual change to Rule 702 to
emphasize the preponderance of the
evidence standard remains under

“

consideration, the Committee is also
considering an alternative: Language in the
Committee Note addressing the issue, if
the text of the rule is to be amended to
address the problem of overstatement,
discussed above.54
The Advisory Committee did not hold a
spring 2020 meeting and continued to
consider proposals to amend Rule 702 at a
virtual fall meeting in November 2020.55
Organizations such as the U.S. Chamber
Institute for Legal Reform, International
Association of Defense Counsel (IADC),
Lawyers for Civil Justice (LCJ), and the top
legal officers of many major corporations
submitted comments to the Advisory
Committee in advance of that meeting,
urging an amendment to Rule 702 to clarify
the intended application of the rule. Some
of their concerns and proposals are
highlighted later in this paper.

‘[T]he Committee has also concluded that in a number of
cases, courts have found expert testimony admissible even
though the proponent has not satisfied the Rule 702(b) and (d)
requirements by a preponderance of the evidence.’

U.S. Chamber Institute for Legal Reform
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State Courts:
Daubert, Frye, or Something Else?
State courts have slowly but steadily transitioned to the Daubert
standard, amended their rules of evidence to match Rule 702, or
both. In the 50 years following Frye, “almost all of the courts in the
country that considered the admissibility of scientific evidence”
adopted the general acceptance test.56 Today, however, 38 states
and the District of Columbia take a Daubert or a Daubert-like
approach, or one that is consistent with Rule 702.57
Only six states continue to follow Frye;
however, those states include four that
have a significant portion of the nation’s
mass tort litigation: California, Illinois, New
York, and Pennsylvania.
Due to nuances in statutes and rules of
evidence, and court decisions interpreting
them, the designation of whether a state is
a “Daubert state,” “Frye state,” or takes its
own approach to evaluating the admissibility
of expert testimony may lead to varied
counts and classifications. For example,
some states have adopted Daubert but
limited its applicability to scientific evidence
and not subjected other types of expert
testimony to the same scrutiny.58 Courts in
other states have indicated that Daubert
principles or factors are helpful, instructive,
or consistent with state law, but declined to
expressly adopt Daubert.59
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Recent Developments
in the States
The five most recent jurisdictions to adopt
Daubert are Maryland, Florida, New Jersey,
Missouri, and the District of Columbia.
These jurisdictions illustrate the varied
mechanisms by which states have altered
their expert testimony standards, the
reasons they did so, and the impact of the
change. By way of contrast, Minnesota is
the only state to consider and then resist
moving toward the Daubert standard in
recent years.
MARYLAND – 2020
Maryland shifted from what it called the
Frye-Reed standard to Daubert through a
state high court ruling in August 2020. That
case, Rochkind v. Stevenson, involved
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Frye (6)
or Frye-Like

Daubert or Daubert-Like
Rule 702 (39)
Alaska
Alabama
Arizona
Arkansas
Connecticut
Delaware
D.C.
Florida
Georgia
Hawaii
Idaho
Indiana
Kansas

Kentucky
Louisiana
Maine
Maryland
Massachusetts
Michigan
Mississippi
Missouri
Montana
Nebraska
New Hampshire
New Jersey
New Mexico

North Carolina
Ohio
Oklahoma
Oregon
Rhode Island
South Carolina
South Dakota
Tennessee
Texas
Vermont
West Virginia
Wisconsin
Wyoming

whether a child’s exposure to lead paint
over the course of 15 months in the
defendant’s apartment building caused her
to develop ADHD. The trial court admitted
expert testimony from a pediatrician
indicating that this short-term exposure
was a “significant contributing factor” to
the development of ADHD on the basis that
the opinion was “not new science” and
involved conclusions drawn from “reliable
sources.”60 Maryland had only applied the
Frye-Reed standard to “novel scientific
theories,” while subjecting other expert
testimony to the nominal requirements of
Maryland Rule 5-702, which focuses on the
expert’s qualifications.
The Court of Appeals’ 4-3 decision
adopted the principles of the Daubert
trilogy and instructed trial courts to apply
this approach to all expert testimony. The
Court explained the core distinction
between Daubert and Frye:
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California
Illinois
Minnesota
New York
Pennsylvania
Washington

Other (6)
Colorado
Iowa
Nevada
North Dakota
Utah
Virginia

Under Daubert, the parties and the trial
court are forced to reckon with the
factors that really do determine whether
the evidence is reliable, relevant and
“fits” the case at issue. Focusing on the
tests used to develop the evidence, the
error rates involved, what the learned
publications in the field have said when
evaluating it critically, and then, finally,
whether it has come [to] be generally
accepted, is a difficult task. But, if
undertaken as intended, it does expose
evidentiary weaknesses that otherwise
would be overlooked if, following the
dictates of Frye, all that is needed to
admit the evidence is the testimony of
one or more experts in the field that the
evidence at issue derives from methods
or procedures that have become
generally accepted.61
The Court of Appeals concluded its opinion
by emphasizing the Daubert approach’s
“flexible structure” and the U.S. Supreme
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Importantly, the state high court instructs trial court
judges on how they should apply Daubert; for example, it
applies to an expert’s conclusions as well as the expert’s
methodology, and it applies to all experts, not just those
who are testifying about science.

Court’s recognition in Daubert that
“[v]igorous cross-examination, presentation
of contrary evidence, and careful instruction
on the burden of proof are the traditional and
appropriate means of attacking shaky but
admissible evidence.”62 It remanded the
case for the trial court to reevaluate
admissibility under Daubert.
As observed by Victor Schwartz, the coauthor of a widely used torts casebook,
Rochkind v. Stevenson is a “textbook opinion
for trial court judges” because “it teaches as
well as decides.”63 The Maryland Court of
Appeals decision carefully explains why it
abandoned the flawed, antiquated Frye rule
and its reasons for selecting the Daubert
approach. Importantly, the state high court
instructs trial court judges on how they
should apply Daubert; for example, it applies

“

Applying the same
standard ‘will promote
fairness and predictability
in the legal system, as well
as help lessen forum
shopping.’

”
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to an expert’s conclusions as well as the
expert’s methodology, and it applies to all
experts, not just those who are testifying
about science.64
FLORIDA – 2019
Florida adopted Daubert, abandoning its
anything-goes Frye-Marsh standard after a
decade of legislative, state bar, and judicial
infighting. Years of hearings and advocacy
resulted in enactment of legislation in
2013, which amended Florida’s codified
rules of evidence to reflect Daubert.65
Under Florida’s unique system for
adopting and amending court rules,
however, a change to a rule that is
arguably procedural in nature requires the
judiciary’s approval. An attempt to have
the Florida Supreme Court adopt the
legislation as a rule of evidence through
the Florida Bar failed in 2015, ending with
the Bar’s recommendation that the high
court retain Frye.66 The Florida Supreme
Court then invalidated the legislation as
encroaching on its authority to adopt court
rules in 2018 and raising unspecified but
“grave constitutional concerns.”67
The following year, the composition of the
Florida Supreme Court changed significantly
when Governor Ron DeSantis made three
appointments to replace justices who had
reached the mandatory retirement age. The
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newly-constituted Florida Supreme Court
receded from its prior decision, rejected
constitutional concerns as “unfounded,” and
adopted the legislative changes.68 In addition
to observing the importance of judicial
gatekeeping over all expert testimony, not
just novel scientific techniques, the court
recognized the value in creating consistency
between state and federal courts. Applying
the same standard “will promote fairness
and predictability in the legal system, as well
as help lessen forum shopping.”69
NEW JERSEY – 2018
The New Jersey Supreme Court’s move
toward Daubert demonstrates its
importance in mass tort litigation and in
discouraging forum shopping. Applying the
state’s Frye-like standard that had drifted
toward Daubert, Atlantic County Judge
Nelson Johnson excluded the testimony of
two experts who planned to testify that the
acne medication Accutane could cause
Crohn’s disease.70 Judge Johnson found the
plaintiffs’ experts had “cherry-pick[ed]
evidence” and had presented theories in a
courtroom that would not withstand scrutiny
in the scientific community.71 “It is one thing
to stand alone in the world of science,
advancing a hypothesis that others do not
accept. It is quite another thing to advance a
hypothesis that can only be supported by
disregarding valid scientific research,” Judge
Johnson wrote.72 The trial court ruling led to
the dismissal of over 2,000 Accutane cases.
The Appellate Division, however, reversed
the trial court, applying a “relaxed” general
acceptance standard involving new or
developing theories of causation for toxic
substances or medications.73 The appellate
court, in reinstating a $25 million verdict,
expressed concern with the difficulty facing
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‘[E]xperts cannot
selectively choose lower
forms of evidence in the face
of a large body of uniform
epidemiological
evidence.’

”

plaintiffs in establishing causation, but not
the ramifications of imposing liability based
on unsound science.74
The New Jersey Supreme Court sided with
the trial court, calling its opinion
“unassailable” and finding that the
Appellate Division applied an insufficiently
deferential standard of review.75 Most
importantly, the court endorsed the
Daubert factors, instructed that trial courts
are to take a “rigorous” gatekeeping role,
and indicated that “experts cannot
selectively choose lower forms of evidence
in the face of a large body of uniform
epidemiological evidence.”76 This decision
significantly contributed to the decline of
Atlantic County as a hot spot for
pharmaceutical litigation.
That does not mean unreliable expert
testimony will always be excluded in New
Jersey. In August 2020, the Appellate
Division again reversed a decision by Judge
Johnson, who had scrutinized and excluded
the testimony of two plaintiffs’ experts that
sought to opine that talc causes ovarian
cancer.77 The trial court granted summary
judgment in a pair of talc cases in 2016, after
criticizing the “narrowness and shallowness”
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of the experts’ scientific inquiries and found
that their options “slanted away from
objective science toward advocacy.”78 The
appellate court, however, found that the trial
court improperly viewed cohort studies with
larger sample sizes as more credible than
smaller case-controlled studies when this
should have been an issue of “relative
credibility” for the jury.79 Since there was
“more than minimal support” for an
association of talc with ovarian cancer, the
Appellate Division reinstated the cases.80 The
ruling will end a stay of 800 talc cases
pending in Atlantic County. It remains to be
seen whether the New Jersey Supreme
Court will again side with Judge Johnson’s
rigorous review of the science, considering
its endorsement of his approach in the
Accutane litigation and the deference that an
appellate court is supposed to give to the trial
court’s admissibility determination.
MINNESOTA – 2018
Minnesota is the only state to consider, and
then reject, Daubert in recent years (aside
from Florida, which ultimately corrected its
path). The Land of 10,000 Lakes remains
among a half-dozen states that continue to
apply a Frye-like standard. In November
2018, the Minnesota Supreme Court
declined to adopt a recommendation of its
own advisory committee to amend the
state’s rules of evidence to effectively
follow the federal standard. The court found
the amendement “controversial” and
“unsupported by compelling evidence of a
need for a change.”81
MISSOURI – 2017
Unlike Maryland and New Jersey, Missouri
adopted Daubert through legislation. In
March 2017, then-Governor Eric Greitens
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signed a bill repealing the section of the
Missouri statutes that governs the
admissibility of expert witness opinion
testimony and replacing it with provisions
mirroring the expert evidence standard
applied in federal courts and the majority
of other state courts.82 Prior to that time,
Missouri courts applied a Frye-like
approach, though the state supreme court
had officially abrogated Frye in 2003.
Expert opinion testimony was admissible
in Missouri if the expert was duly qualified
and the facts or data the expert relied
upon were “reasonably relied upon by
experts in the field” and “otherwise
reasonably reliable.” Weak expert
testimony standards made Missouri,
particularly the City of St. Louis Circuit
Court, a popular forum for litigating mass
torts. Plaintiffs’ lawyers obtained
extraordinary verdicts in the talc litigation,
for example. These decisions were later
reversed for other reasons, but they gave
momentum to the litigation nationwide.
Missouri’s new standard took effect three
years ago (August 2017). In the first
appellate-level case applying the new law,
the Missouri Court of Appeals for the
Eastern District described the new
standard as simply requiring that trial
courts determine if the proposed expert
testimony is “relevant and reliable and
proffered by a qualified expert.”83 In
evaluating admissibility, the appellate court
stated that it was “guided by existing and
still applicable Missouri law” as well as
federal case law applying the Daubert
standard.84 The court also emphasized the
“flexible” nature of the trial court’s
Daubert inquiry.85 While this ruling
occurred in the criminal context, the
court’s attitude toward Daubert does not
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bode well for breaking with the past and
adopting a more rigorous approach to the
admissibility of expert testimony.
DISTRICT OF COLUMBIA – 2016
The District of Columbia adopted Daubert
in the context of litigation alleging longterm exposure to cell phones causes brain
tumors.86 After the trial court judge found
that some of the plaintiffs’ expert
testimony on causation would be
admissible under Frye, but most of it
would be excluded under Daubert, he
certified the question of whether the
District of Columbia should adopt Rule 702
(as amended in 2000 to reflect Daubert
and its progeny) for the admissibility of
expert testimony.
The Court of Appeals closely considered
the merits of the two approaches and
concluded, “[t]he ability to focus on the
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reliability of principles and methods, and
their application, is a decided advantage
that will lead to better decision-making by
juries and trial judges alike.”87 The
District’s highest court also recognized the
benefit of uniformity with the standard
applied in federal courts and the vast
majority of states.88
The court recognized that judicial
gatekeeping does not supplant the
adversarial system: The goal is to “deny
admission to expert testimony that is not
reliable, but to admit competing theories if
they are derived from reliable principles that
have been reliably applied.”89 Cases where
experts on one side are in a distinct
minority raise a “red flag” and where an
expert’s conclusions are shared by no other
scientist, the trial court should be “wary
that the [scientific] method has not been
faithfully applied.”90

‘ The ability to focus on the reliability of principles and
methods, and their application, is a decided advantage that
will lead to better decision-making by juries and trial
judges alike.’

”

U.S. Chamber Institute for Legal Reform

22

Key Issues and Concerns
in Expert Testimony Today
The core problem with expert testimony as it pertains to causation
in pharmaceutical, medical device, and toxic tort litigation is that
some judges admit made-for-litigation theories that rely on weak
or outlier studies. Rather than reject testimony when it is contrary
to the scientific consensus or when it makes an unsupported leap
from a possible association between a product and a disease to
causation, some courts find that any support for a theory is enough
to admit it before a jury.
Courts taking this approach neglect their
vital gatekeeping responsibility of
evaluating the reliability of an expert’s
methods, proper application to the facts,
and the fit between an expert’s reasoning
and his or her conclusions. Instead, these
courts consider it to be the jury’s job to
evaluate the sufficiency of expert evidence,
even if deeply flawed.
Similar problems with expert testimony
arise when experts propose novel damage
theories in class action litigation. Some
courts give significant leeway to hired-gun
experts to effectively create a financial loss
where there is none (such as in litigation
alleging that consumers paid a pricepremium due to the product’s allegedly
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misleading marketing) or construct a loss
common to class members that permits
certification (such as in wage and hour or
unfair competition lawsuits).
As the decisions of Judge Johnson in New
Jersey’s Accutane and talc litigation show,
some judges take their gatekeeping role
very seriously by rigorously scrutinizing the
science and excluding expert testimony
that is insufficiently supported. These
judges, and others who would take such an
approach, are threatened by appellate
courts in some federal circuits and states
that are much more likely to reverse
decisions excluding dubious expert
testimony—and thereby ending what may
be thousands of individual mass tort cases
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“

Daubert gives judges the responsibility to scrutinize the
reliability of the science and not simply admit testimony based
on the expert’s credentials. But adopting Daubert does not mean
judges will properly exercise this power.

”

or a class action that includes thousands of
members—than they are to affirm them,
despite the application of an abuse of
discretion standard that is supposed to be
highly deferential to the trial court’s
decision. Trial courts may thus feel that the
safer course is to admit expert testimony,
which will advance the cases toward trial
and pressure the defendant to settle,
eliminating the opportunity for judicial
review.

They may scrutinize expert testimony under
a state-variant of Frye, a hybrid approach, or
a state’s own standard.

Daubert gives judges the responsibility to
scrutinize the reliability of the science and
not simply admit testimony based on the
expert’s credentials. But adopting Daubert
does not mean judges will properly
exercise this power. Some judges may not
feel comfortable taking a deep dive into the
science, making judicial education
important. Other judges may prefer to send
a battle-of-the-experts to the jury given the
inherent tension between the court’s
gatekeeping function and the adversarial
system in which the jury serves as the
factfinder. Many judges who are deputized
as gatekeepers misunderstand or ignore
Rule 702’s requirements and take a flexible,
relaxed approach, inappropriately leaving
any debate over science to the jury.

At the very core of expert testimony
concerns is whether objections go to the
weight or credibility of the testimony (for
the jury to evaluate) or to its admissibility
(for the judge’s determination). Courts
often decide that such an objection “goes
to the weight, not the admissibility of the
evidence” to permit expert testimony that
relies on outlier or weak studies that are
contrary to the scientific consensus, allow
use of cherry-picked data or made-forlitigation theories, or excuse flaws in study
design, gaps in reasoning, or outright
prejudice.91

On the other hand, judges in states that
have not adopted the federal approach
sometimes take a strong gatekeeping role.
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Since federal courts and the vast majority
of states now have Rule 702 and purport to
follow Daubert or a Daubert-like approach,
this paper summarizes concerns with how
that standard has been misapplied.

Weight Versus Admissibility

Plaintiffs’ lawyers and judges that lean
toward them believe that courts should
admit dubious expert testimony so long as
a witness qualifies as an expert and his or
her theories have some root in scientific
studies or other recognized methods.
Judges following this approach may allow
an expert who can produce any support for

24

“

Courts often decide that such an objection ‘goes to the
weight, not the admissibility of the evidence’ to permit expert
testimony that relies on outlier or weak studies that are
contrary to the scientific consensus, allow use of cherry-picked
data or made-for-litigation theories, or excuse flaws in study
design, gaps in reasoning, or outright prejudice.
causation between a product or substance
and an illness to go to a jury. Even some
balanced judges may feel they have little
choice but to admit highly questionable
expert testimony. That is because, as
discussed below, some appellate courts
have found that “weak” or “shaky” expert
testimony is admissible, often (whether
knowingly or not) citing to pre-2000 and
sometimes pre-Daubert case law.92 Rather
than find that a “close call” requires
rejection of the proposed expert’s theory
because it suggests that jurors reach a
conclusion that scientists have not reached
outside the courtroom, some judges will
place a plaintiff’s “day-in-court” above the
law’s demand that they exclude unreliable
expert testimony.

The Factual Basis
of Expert Testimony:
Credibility or Admissibility?
Over 200 federal court rulings over the past
five years have incorrectly stated that “the
factual basis of an expert opinion goes to
the credibility of the testimony, not its
admissibility,” according to comments
submitted to the Advisory Committee.93
That statement originates from Loudermill
v. Dow Chemical Co., a 1988 Eighth Circuit
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decision that pre-dates Daubert.94 It is
directly contrary to Rule 702(b), which
establishes that it is the court’s
responsibility to determine whether expert
testimony is based on sufficient facts or
data before admitting the evidence. As a
result, some judges focus exclusively on an
expert’s methodology and fail to properly
consider whether the expert relied on facts
that are at odds with the case before the
court. Rather than adhering to Rule 702 and
carrying out their gatekeeping duty, some
courts admit the defective testimony and
place the burden on a defendant to
convince a jury of such flaws at trial
through cross-examination.

The Burden of
Establishing Admissibility
Generally, the proponent of evidence has
the burden of establishing its admissibility.95
With respect to the admissibility of lay
testimony, the bar is low. As discussed
earlier, lay testimony only needs to satisfy a
minimal standard of relevancy (i.e., it makes
a fact at issue more or less probable). In
Daubert, the Supreme Court indicated that
the party seeking admission of expert
testimony has the burden of showing that it
is more likely than not reliable.96 The
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Committee Notes to Rule 702’s 2000
amendment recognize that “the proponent
has the burden of establishing that the
pertinent admissibility requirements are
met by a preponderance of the evidence.”97
When deciding the admissibility of expert
testimony, however, some courts have
flipped the burden of proof. They have
applied a false “presumption of
admissibility,” requiring parties to
demonstrate why their opponents’
proffered expert testimony does not meet
the requirements of Rule 702.98
Other courts reach the same result by
mischaracterizing the rule as intending a
“liberal” standard favoring admissibility.
While the Supreme Court stated in Daubert
that “[t]he rules’ basic standard of relevance
thus is a liberal one” and recognized the
“liberal thrust” of the federal rules of
“relaxing the traditional barriers to ‘opinion’
testimony,”99 these statements are contrary
to a trial court’s gatekeeping role as
established by Rule 702.
The Eighth Circuit, for example, has
instructed trial courts to exclude an expert’s
opinion “only if it is so fundamentally
unsupported that it can offer no assistance
to the jury.”100 This approach pre-dates
Daubert and is incompatible with the 2000
amendment to Rule 702, but nevertheless
continues to be applied.101
A bias favoring admissibility of expert
testimony is particularly harmful because
once faulty scientific evidence is admitted,
it may spur more litigation and pressure a
company to settle meritless cases.
For example, in Berg v. Johnson &
Johnson,102 the case that touched off the
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nationwide talcum powder litigation, the
plaintiff sued Johnson & Johnson, alleging
that its talc products had caused her
ovarian cancer. Before moving for summary
judgment, Johnson & Johnson challenged
the testimony of Ms. Berg’s experts,
including an epidemiologist who had
conducted a prior study of ovarian cancer,
but whose methodology was clearly
problematic. Among other flaws, the
epidemiologist had not ruled out any
alternative causes of ovarian cancer, his
testimony conflicted with the existing
peer-reviewed literature, his data was
“‘cherry-picked’ … solely for purposes of
litigation,” and his conclusions conflicted
with his non-litigation research.103 Despite
conceding the existence of these problems,
the trial court admitted the expert’s
testimony on the basis that it was
“biologically plausible” that talc use causes
ovarian cancer and framed the defendant’s

“

When deciding the
admissibility of expert
testimony, however, some
courts have flipped the
burden of proof. They have
applied a false ‘presumption
of admissibility,’ requiring
parties to demonstrate why
their opponents’ proffered
expert testimony does not
meet the requirements of
Rule 702.

”
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objections as challenges to credibility that
can be attacked during cross-examination.
In doing so, the trial court relied on the
Eighth Circuit’s low bar, finding the
testimony “sufficient to assist the trier of
fact in deciding the issues in this case.”104

it assumes that since event X is followed
by event Y, event Y must have been
caused by event X. Of course, if it does not
rain whenever I take an umbrella, that does
not mean that my umbrella causes the sun
to keep shining.

The Lack of Sufficient
Evidence of Causation

In mass tort litigation, plaintiffs’ lawyers
may identify a common illness or condition
that has an unknown cause or numerous
risk factors, then match it with exposure to
a commonly used product. For example,
the claim is that a woman regularly used
baby powder, therefore she developed
ovarian cancer. Yet, over 20,000 women
develop ovarian cancer each year, which
has various risk factors, and millions of
people have used baby powder for a
century. Another example would be to
claim that a landscaper used Roundup,
therefore he developed non-Hodgkin’s
Lymphoma (NHL). About 80,000 people are
diagnosed with NHL each year, which is
influenced by age, gender, past infections,
and other factors. The same applies to
litigation alleging that use of a prescription
drug causes a condition, such as a birth
defect. Each of these situations presents
plaintiffs’ lawyers with a large population of
potential clients. If those plaintiffs’ illnesses
can be tied to a business’s product or
conduct by an “expert,” sympathetic juries

When courts do not demand that experts
testifying on causation support their
conclusions with sound scientific evidence,
they present an opportunity for
unwarranted mass tort litigation that
imposes defense costs and liability that can
drive products from the market. Tort law
requires evidence of general causation (that
a product or substance is capable of
causing a particular injury) and specific
causation (that use of the product or
exposure to the substance, and not some
other factor, actually caused the individual
plaintiff’s injury). Courts that take a relaxed
approach may allow plaintiffs’ experts to
circumvent either of these requirements.
Mass tort litigation is particularly
susceptible to what is known as the post
hoc ergo propter hoc fallacy (post hoc
fallacy), which is Latin for “after this,
therefore because of this.” In other words,

“

When courts do not demand that experts testifying on
causation support their conclusions with sound scientific
evidence, they present an opportunity for unwarranted mass
tort litigation that imposes defense costs and liability that can
drive products from the market.

”
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are likely to render large damage awards,
which generate more litigation.

such as obesity, smoking, preexisting
health conditions, or other risk factors.105

To combat the post hoc fallacy or what
courts sometimes refer to as testimony on
causation based on the ipse dixit of the
expert (meaning “he said it himself”),
rigorous judicial gatekeeping must demand
sufficient scientific evidence supporting
the link.

A differential diagnosis or etiology is also
improper when science has not established
the possible causes of a disease or
condition. As the Restatement Third of
Torts: Liability for Physical and Emotional
Harm observes, “When the causes of a
disease are largely unknown ... differential
etiology is of little assistance.”106 As some
courts have properly found in cases
involving birth defects, asthma, and autism,
for example, it is impossible to rule out
causes of a disease or condition when the
causes are largely unknown.107

Some experts may rely on studies in which
animals were given extraordinary doses of
the substance at issue to establish that
significantly lower, longer term exposure
causes harm to humans. They may also rely
on isolated, limited, or outlier studies that
suggest a risk or indicate the need for
further research, while ignoring more solid
studies that do not find causation. As
discussed above, some courts wrongly find
that objections to such testimony go to its
weight, rather than its admissibility.
A related issue occurs when courts allow
experts to engage in guesswork through
the guise of engaging in a “differential
diagnosis.” Doctors use differential
diagnoses to treat a person’s ailment when
multiple illnesses share similar symptoms.
Courts allow experts to testify on causation
by listing the possible causes of a person’s
condition, then eliminating the unlikely
causes until one cause remains. This
process, sometimes referred to as a
differential etiology, only works if courts
ensure that experts “rule in” causes
supported by science and do not include
those that are contradicted by
epidemiological studies that serve as the
best evidence of causation. Courts must
also reject testimony where an expert has
not adequately explained why he or she
“ruled out” plausible alternative causes,
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In some cases, however, courts
overemphasize temporal relationships or
allow experts to testify through a
differential diagnosis that is rigged to reach
the predetermined “cause.”108 They have
also allowed experts to make bold
expressions of confidence or certainty in
the relationship between a product or
substance and a disease, which is not
supported by this approach or other
scientific methodologies.109

When Judges Rigorously
Scrutinize Expert Testimony,
They Risk Reversal
Although the abuse of discretion standard
should apply equally to decisions excluding
and admitting expert testimony, some federal
appellate courts are more prone to reverse
judges who exclude expert testimony (which
may result in dismissal of the case) than
those who admit such testimony.
A 2019 analysis by Jessica Miller and her
colleagues at Skadden Arps found that over
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“

[S]ome federal
appellate courts are more
prone to reverse judges
who exclude expert
testimony ... than those
who admit such
testimony.

”

the preceding five years, the Ninth Circuit
reversed 50 percent of trial court decisions
excluding expert testimony.110 This reversal
rate is extraordinary, particularly given the
deferential abuse of discretion standard
that appellate courts are supposed to apply
to trial court decisions on admissibility of
evidence. It also stands in stark contrast to
the rates of other circuits during this period.
The Third and Eleventh Circuits, for
example, reversed just 2 of 40 such
cases.111
Miller attributes this discrepancy to the
Ninth Circuit’s rejection of a principle
endorsed in the Notes to Rule 702’s 2000
amendment and applied in other circuits:
The lack of reliability in “any step” of an
expert’s analysis renders his or her opinion
inadmissible. The Ninth Circuit, however,
has ignored this standard, signaling instead
a willingness to admit “imperfect”
application of “sufficiently accepted”
scientific techniques.112 In a series of cases,
Ninth Circuit panels have indicated an
approach to admitting expert testimony that
places the “interests of justice” over the
Rule’s requirement of accuracy.113
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Trial court judges have received this
message, as occurred in the Roundup
litigation, where the Northern District of
California acknowledged that the Ninth
Circuit prefers a policy approach that is
“more tolerant of borderline expert
opinions than in other circuits.”114 In that
litigation, the court admitted plaintiffs’
expert testimony, finding it did not rise to
the level of “unreliable nonsense
opinion.”115 That is far from the rigorous
gatekeeping approach demanded by Rule
702 and Daubert.
The same phenomenon can be seen in
some state courts where trial court judges
who closely scrutinize expert testimony are
told on appeal that they crossed the line
from gatekeeping to weighing the
credibility of expert testimony, as has
occurred in the New Jersey cases
discussed above.

Use of Unsound Expert Testimony
to Support Class Certification
Class action litigation often relies on expert
testimony offering dubious theories to
create a common injury or damages where
there is none. A plain-text reading of the
rules indicates that class certification
should be governed by the same standard
as other hearings before a court, meaning
any evidence submitted should be
admissible under the Federal Rules of
Evidence, including Rule 702.116
Nonetheless, the Eighth Circuit has decided
that, because of the “preliminary nature” of
class certification hearings, they do not
require expert evidence that is admissible
under Rule 702; instead the evidence
submitted is subject to a more relaxed
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“

[T]he Eighth Circuit has decided that, because of the
‘preliminary nature’ of class certification hearings, they do not
require expert evidence that is admissible under Rule 702;
instead the evidence submitted is subject to a more relaxed
‘tailored Daubert analysis.’

”

“tailored Daubert analysis.”117 Similarly, the
Ninth Circuit has held that evidence
submitted in support of class certification
does not need to meet the admissibility
requirements of Rule 702, reasoning that it
has “evidentiary freedom” at this stage.118

These rulings contradict the text of Rule
702 and ignore clear direction from the U.S.
Supreme Court.119 These rulings also ignore
the reality of class actions. Both the Eighth
and Ninth Circuits justify their deviations by
pointing to the “preliminary nature” of the
class certification hearing.120 The truth is,
however, that class certification is often the
single most important hearing in the life of
a class action.121 A decision to certify the
class action significantly raises the stakes,
creating bet-the-company litigation that a
business will often feel pressured to settle.
On the other hand, denial of class
certification usually either leads to
settlement of only the named class
representative’s claim or abandonment of

the litigation. In fact, the class certification
decision is important enough to justify its
own rule allowing interlocutory review.122
The end result is that trial courts in these
jurisdictions can certify class actions based
on evidence that would not be admissible
at summary judgment or an actual trial,
including expert evidence that has not
passed the scrutiny required by Rule 702.
For example, the Northern District of
California certified a class of cereal
purchasers alleging that health
representations on the boxes were
misleading.123 The court did so despite
conceding that the defendants had raised
“a number of valid critiques about the
expert’s survey methodology,” because the
Ninth Circuit had held—in a case predating
Rule 702—that “challenges to survey
methodology go to the weight given the
survey, not its admissibility.”124 This was
not a single error; the court repeatedly

“

Both the Eighth and Ninth Circuits justify their deviations
by pointing to the ‘preliminary nature’ of the class certification
hearing. The truth is, however, that class certification is often
the single most important hearing in the life of a class
action.

”

U.S. Chamber Institute for Legal Reform

30

“

Over the past two
decades, however, the high
court has not addressed the
admissibility of expert
testimony in civil
litigation.

”

acknowledged that the defendant raised
valid questions about the reliability of the
expert’s testimony, but reasoned that the
Ninth Circuit’s holdings required it to ignore
these concerns.125 The end result was that
the court certified a class, despite the fact
that doing so required relying on faulty
expert testimony.126
Similarly, in the Eighth Circuit, a trial court
admitted expert testimony supporting
certification even though it conceded that
the “corridor damage theory” the expert
offered in support of certification likely
lacked adequate support in the industry,
and that the expert’s calculations might not
be reliable.127 The Western District of
Missouri relied on this expert testimony
when it certified a class later that month.128
Other federal appellate courts do not cast
aside Rule 702 when deciding whether to
certify class actions. The Third, Fifth, and
Seventh Circuits have required trial courts
to decide admissibility questions about
expert evidence at the class certification
stage, at least in cases in which expert
testimony is central to certification.129 This
is the proper approach.
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The Teacher has
Left the Classroom
As discussed earlier, in the 1990s, the U.S.
Supreme Court accepted review of three
cases in which it adopted Daubert and
instructed courts on how that standard
should apply.
The high court last addressed the
admissibility of expert testimony in
Weisgram v. Marley Co., ruling in 2000 that
an appellate court may direct dismissal of a
case when it finds a trial court improperly
admitted expert evidence and the remaining,
properly admitted evidence is insufficient to
support the verdict.130 In that decision, the
Court reaffirmed that Daubert establishes
“exacting standards of reliability.”131
Over the past two decades, however, the
high court has not addressed the
admissibility of expert testimony in civil
litigation. It has not expanded on the
Daubert trilogy and it has never ruled on the
application of Rule 702 as amended in 2000.
By staying on the sidelines, the Supreme
Court has allowed some trial court judges to
take a relaxed approach to admissibility of
expert testimony, which some circuit courts
have endorsed, as discussed earlier. It has
also failed to provide guidance to courts
applying these standards in the context of
today’s growing mass tort and class action
litigation, as further discussed below.
While a U.S. Supreme Court decision on
expert testimony admissibility principles is
not binding on state courts, those that follow
Daubert are likely to give significant weight
to a decision from the Court providing
guidance on its application.
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Recommendations for Promoting Reliability
in Expert Testimony
The system for admission of expert testimony can be improved
through seeking rule changes, filing amicus briefs to educate
courts on the broader ramifications of admitting unsound
testimony, supporting judicial education programs, and engaging in
public outreach.
Amend Rule 702
It has been 20 years since the last
amendment of Rule 702, which, as
discussed earlier, was intended to
establish uniform rigor in evaluating the
admissibility of expert testimony but has
been misunderstood or disregarded by
some judges.

Meanwhile, mass tort litigation has
exploded. In recent years, MDL cases have
constituted roughly one-half of the entire
federal civil docket (excluding most prisoner
and social security cases). In fact, since the
Daubert trilogy and the 2000 amendment of
Rule 702, the number of pending cases in
MDLs has increased 650 percent.132 About
90 percent of cases in MDLs are product

“

A single ruling on the admissibility of expert
testimony addressing causation in one of these
litigations may mean the difference between ending
thousands of claims that are contrary to scientific
evidence or allowing the suits to advance to trial,
placing substantial pressure on defendants to settle and
remove what may be a safe and beneficial product from
the market.

”
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liability claims involving pharmaceuticals,
medical devices, and consumer products.
A single ruling on the admissibility of expert
testimony addressing causation in one of
these litigations may mean the difference
between ending thousands of claims that
are contrary to scientific evidence or
allowing the suits to advance to trial,
placing substantial pressure on defendants
to settle and remove what may be a safe
and beneficial product from the market.
The amount of class action litigation in federal
courts has also substantially grown.133 The
2005 enactment of the Class Action Fairness
Act, which expanded federal court jurisdiction
over multi-state class actions, increases the
importance of applying consistent expert
testimony standards in these high-stakes
cases that may involve thousands or even
millions of members.
The Advisory Committee is considering the
possiblity of amending Rule 702 to clarify
areas in which courts have disregarded or
misunderstood its requirements. In
November 2020, the U.S. Chamber
Institute for Legal Reform submitted
comments to the Advisory Committee
recommending that it amend Rule 702 to:
• Provide explicit direction that the
proponent of expert testimony must
establish each element of Rule 702 by a
preponderance of the evidence.
• Clarify that the standards set by the rule
apply to expert testimony in support of
or in opposition to class certification,
regardless of how “preliminary” the court
considers the hearing.134
Scholars135 and organizations have also
suggested a wide range of changes to the
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rule’s text and commentary.136 These
amendments would realign the courts with
the intended operation of Rule 702 and lead
to more consistency in judicial gatekeeping.
Included in these recommended changes
are amendments that would:
• Indicate that there is no presumption of
admissibility of expert testimony.
• Instruct that the proponent of expert
testimony bears the burden of
establishing the expert’s qualification,
helpfulness, and reliability for each
opinion expressed.
• C
 larify that the sufficiency of the factual
basis for the expert’s testimony and
its reliable application are questions of
admissibility for the court’s determination.
• R
 equire testimony to be the product
of reliable and objectively reasonable
principles and methods, which is intended
to require testability.
• Incorporate a reliability requirement into
Rule 702(b) by indicating that testimony
must be based on sufficient facts and data
that reliably support the expert’s opinion.
This is intended to preclude testimony that
relies on unlikely real-world conditions—
an animal being injected with massive
quantities of a substance, for example.
• R
 eaffirm that qualifications alone do not
render an expert’s opinion admissible
or permit speculation. Courts must
focus on the reliability of the expert’s
methodology, not credentials.
• R
 ecognize that conclusions and
methodology are not distinct from
each other.
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• E
 xpressly reject conclusions resulting
from “unsupported speculation.”
• A
 ddress the misuse of “differential
etiology” and “differential diagnoses.”
• P
 rovide that an expert may not assert
a degree of confidence in opinions and
conclusions unless they independently
satisfy the requirements of Rule 702.
• C
 odify the abuse of discretion standard
and indicate that it applies equally to
testimony that is admitted or excluded so
that appellate courts do not reexamine
the evidence when a trial court judge
excludes expert testimony as unreliable.
When federal procedural rules including
evidence rules are amended, some states
automatically or as a matter of practice
consider conforming their state rules for
consistency. While the admissibility of
expert testimony can be addressed through
legislation, such changes may face
constitutional challenges in some states
and, even when permissible, could spark
judicial resistance in implementation.

U.S. Supreme Court Intervention
Advocates for reliability in expert testimony
should identify a case in which a federal
court admitted unreliable expert testimony
where there are significant public policy
implications. While the U.S. Supreme Court
grants certiorari in only about 100 of 7,000
cases it is asked to review each year, the
growth of federal multidistrict litigation
since the high court last considered expert
testimony makes the issue particularly ripe.
Now, a single ruling on the admissibility of
expert testimony can lead to thousands of
cases moving toward trial and immense
settlement pressure.
U.S. Chamber Institute for Legal Reform

Change the Terminology
Lawyers should consider referring to “Rule
702” rather than “Daubert” when talking
about admissibility standards for expert
testimony. Because it was promulgated
pursuant to the Rules Enabling Act, Rule 702
is the legal standard the Supreme Court and
Congress have established for courts to
follow. In addition, for some judges,
“Daubert” may be viewed as synonymous
with “tort reform.” These judges may recoil
when attorneys use the phrase “Daubert
hearing” or “Daubert motion,” viewing it as
a backdoor attempt to limit liability through
the courts. Some judges may be more likely
to favorably respond to following a rule of
evidence than what some may reactively
view as an attempt to exclude plaintiffs’
experts and dismiss a complaint.

Judicial Education
If judges are to be comfortable in their
gatekeeping role and be willing to exclude
an expert opinion, with the effect of ending
thousands of cases by people who may be
ill, they must feel confident with science
and technology. They must understand the
strengths and vulnerabilities of various
methodologies. They need to be able to
compare epidemiological research, such as
case-control and cohort studies, and
understand principles of scientific validity
and reliability. They must understand
statistics, including confidence intervals.
They must understand the significance of
sample sizes and when it is appropriate to
apply findings in animal studies to humans.
In sum, they must be able to sift through
the expert testimony offered by each side
and sort the reliable evidence from flawed,
made-for-litigation opinion. Without this
educational background, judges may be no
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“

If judges are to be comfortable in their gatekeeping role ...
they must be able to sift through the expert testimony offered by
each side and sort the reliable evidence from flawed made-forlitigation opinion.

”

more likely to understand the science than
jurors, and they are therefore likely to take
a “let the jury decide” approach.
The federal judiciary publishes a Reference
Manual on Scientific Evidence, which is a
valuable resource for judges.137 The Federal
Judicial Center (FJC) first published the
Manual in 1994, in the wake of Daubert.
The Manual is now in its third edition. It
objectively walks through many of the
concepts above and specifically addresses
such areas as survey research,
epidemiology, toxicology, medical
testimony, statistics, and engineering, but it
is spread over 1,000 pages through a series
of papers. A survey of federal judges
conducted by the FJC in 2009 confirmed
that while judges embraced the Manual,
“[j]udges expressed interest in educational
programs that would allow them to work
through material encountered at Daubert
hearings” and felt they could substantially
benefit from actual training on the topics
covered in the manual.138
Some educational institutions and
organizations offer programs for judges to
help them better understand scientific and
technical principles so that they can
confidently and properly evaluate expert
testimony. A 2013 paper by the George
Mason Antonin Scalia Law School’s Law
and Economics Center, however, found
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that this need remained largely unmet by
public programs, while there are more
extensive privately-financed judicial
education programs that appear to have
resulted in judges engaging in a more
confident and sophisticated assessment of
scientific evidence.139 These types of
programs, when offered by reputable
educational, legal, and scientific
organizations in a balanced way, may have
more impact on admissibility of expert
testimony than whether a state applies
Daubert, Frye, or some other standard.

Public Outreach
It is important to educate policymakers and
the public on how their lives are affected in
a tangible way by court decisions that admit
unreliable expert testimony. When courts
take such action, it has practical effects.
The result may be that talc-based baby
powder is no longer sold in the United
States, or that there are limited options to
treat morning sickness, or that wildfires are
more likely to spread because effective
herbicides are not available. Expert
testimony based on bad science and
admitted into court in contravention of the
rules may also mean higher prices for
medications, ridiculous warnings on food
and other products that they cause cancer
(when they do not), and a loss of jobs due
to the expense of litigation.
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Conclusion
Over the past two decades, it has become increasingly clear that
U.S. Supreme Court rulings and existing court rules have not fully
achieved their promise of eliminating unreliable expert testimony
from the nation’s courts. Judicial gatekeeping is inconsistent and
sometimes disregarded in favor of a send-everything-to-the-jury
approach, and appellate review varies from circuit to circuit.
A consensus is emerging among judges, scholars, and practitioners
that it is time to close the gaps in the gate.
Over the past two years, businesses, trade
associations, civil justice groups, law firms,
academics, and practitioners have provided
suggestions to the Federal Advisory
Committee on Rules of Evidence on how to
address these problems. They have
identified inconsistencies,
misunderstandings, and misapplication of
the standards governing admissibility of
expert testimony. This is an opportunity for
the federal judiciary to clarify Rule 702’s
requirements, reject errant caselaw, and
set a positive example for state courts.
In the meantime, trial court judges should
rigorously scrutinize the reliability of
proposed expert testimony and not permit
“shaky,” speculative, outlier, and litigationdriven theories in court. Appellate courts,
for their part, should treat well-reasoned
rulings excluding experts with the same
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degree of deference and respect as rulings
permitting experts to testify.
The stakes are high. As discussed in this
paper, allowing hired-gun experts to
mislead juries into imposing liability where
unsupported by science has real-world
consequences for the public. Science
should be developed for the pursuit of
knowledge, not for the pursuit of expert
witness fees or high-dollar verdicts. It
should be developed in laboratories, and
through tests and experiments, not made
to advance litigation. As Judge Richard
Posner recognized two decades ago, “[t]he
courtroom is not the place for scientific
guesswork, even the inspired sort. Law
lags science; it does not lead it.”140
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