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1.	 Ohio	Evid.	R.	702	
A.	 THE	TEXT	OF	THE	RULE

 A witness may testify as an expert if all of the following apply:

 A.  The witness’ testimony either relates to matters beyond the knowledge 
or experience possessed by lay persons or dispels a misconception 
common among lay persons;

 B.  The witness is qualified as an expert by specialized knowledge, skill, 
experience, training, or education regarding the subject matter of the 
testimony;

 C.  The witness’ testimony is based on reliable scientific, technical, or oth-
er specialized information. To the extent that the testimony reports the 
result of a procedure, test, or experiment, the testimony is reliable only 
if all of the following apply:

  (1)  The theory upon which the procedure, test, or experiment is based 
is objectively verifiable or is validly derived from widely accepted 
knowledge, facts, or principles;

  (2)  The design of the procedure, test, or experiment reliably imple-
ments the theory;

  (3)  The particular procedure, test, or experiment was conducted in a 
way that will yield an accurate result.

B.	 	DAUBERT	PRINCIPLES	

1. Ohio Trial Judges Are Gatekeepers. “This gatekeeping function im-
poses an obligation upon a trial court to assess both the reliability of an 
expert’s methodology and the relevance of any testimony offered before 
permitting the expert to testify. We adopted this role for Ohio trial judges in 
Miller v. Bike Athletic Co., 80 Ohio St.3d 607 (1998).” Terry v. Caputo, 115 
Ohio St.3d 351, 2007-Ohio-5023, ¶ 24 (citing Kumho in the preceding 
sentence, and again a few paragraphs later, indicating an adoption of the 
standard in Kumho as well as that of Daubert).

2. Focus is on Methods Not Conclusions. “Thus, a trial court’s role in 
determining whether an expert’s testimony is admissible under Evid. R. 
702(C) focuses on whether the opinion is based upon scientifically valid 
principles, not whether the expert’s conclusions are correct or whether the 
testimony satisfies the proponent’s burden of proof at trial.” Miller v. Bike 
Athletic Co., 80 Ohio St.3d 607, 613-14 (1998).

3. It’s Not What You Know, But How You Know It. “[W]e are not con-
cerned with the substance of the experts’ conclusions; our focus is on 
how the experts arrived at their conclusions.” Valentine v. Conrad, 110 
Ohio St.3d 42, 2006-Ohio-3561, ¶ 16 (citing Joiner, the court affirmed 
the exclusion of an expert because there was too great an “analytical gap” 
between the data relied upon and the opinion offered). 

4. Differential Diagnosis Is Not a Sufficient Method Without 
Showing General Causation. “‘Differential diagnosis’ describes the 
process of isolating the cause of a patient’s symptoms through the sys-
tematic elimination of all potential causes. Although differential diagno-
sis is a standard scientific method for determining causation, its use is 

appropriate only when considering potential causes that are scientifically 
known.” Valentine, 110 Ohio St.3d at 46 (affirming exclusion of expert 
testimony that exposure to various chemicals in the workplace was what 
caused plaintiff’s brain cancer).

5. Two Step Causation Analysis in Toxic Torts. “To present a prima 
facie case involving an injury caused by exposure to mold or other toxic 
substance, a claimant must establish (1) that the toxin is capable of caus-
ing the medical condition or ailment (general causation), and (2) that the 
toxic substance in fact caused the claimant’s medical condition (specific 
causation).” Terry, 115 Ohio St.3d at 355.

6. Daubert Hearing Not Required. “To the extent that Sliwinski argues 
that a trial court must always hold a Daubert hearing prior to the testimony 
of an expert, the law does not support her argument.” Sliwinski v. Village 
of St. Edwards, 2014 WL 5358284*3 (Ohio 9th Dist., 2014) (citing Kumho 
Tire Co. v. Carmichael, 526 U.S. 137 (1999)).

C.	 OHIO’S	FLEXIBLE	RELIABILITY	STANDARD

1. Adopting Kumho’s Expanded Discretion. “A trial court possesses the 
same ‘latitude in deciding how to test an expert’s reliability… as it enjoys 
when it decides whether or not that expert’s relevant testimony is reliable.’ 
In some cases, ‘the relevant reliability concerns may focus upon personal 
knowledge or experience.’” State Farm Mut. Auto Ins. Co. v. Anders, 197 Ohio 
App.3d 22, 39 (Ohio 10th Dist., 2012) (quoting Kumho Tire Co. v. Carmi-
chael, 526 U.S. 137, 152 (1999), and affirming admissibility of testimony 
from accident reconstruction expert based upon experience, training, and a 
review of pictures, the police report, and witness testimony); see also Sliwins-
ki v. Village of St. Edwards, 2014 WL 5358284*3 (Ohio 9th Dist., 2014).

2. Kumho’s Intellectual Rigor Standard. “[T]he trial court fulfills its 
gatekeeping function by ‘mak[ing] certain that an expert, whether basing 
testimony upon professional studies or personal experience, employs in 
the courtroom the same level of intellectual rigor that characterizes the 
practice of an expert in the relevant field.” Anders, 197 Ohio App.3d at 39 
(quoting Kumho, 526 U.S. at 152).

3. Standard of Care Opinions. “[A] review of medical records in a medi-
cal malpractice action, such as was performed here by [the experts], cou-
pled with their experiences, are appropriate principles and methodologies 
to be used by a physician expert in forming medical opinions.” Sliwinski, 
2014 WL 5358284*3 (affirming admission of expert testimony on breach 
of the standard of care by a nursing home). 

4. No Epidemiological Evidence Required. “There is no requirement 
under Evid. R. 702(C) that a causation opinion be backed by a specific 
epidemiological study.” Walker v. Ford Motor Co., 2014 WL 4748482*9 
(Ohio 8th Dist., 2014) (affirming admissibility of expert testimony con-
necting asbestos exposure to Hodgkin’s lymphoma).

5. Daubert Factors Do Not Apply To All Experts. “[T]he Daubert fac-
tors (peer review, publication, potential error rate, etc.) do not apply to this 
kind of testimony. The court recognized that unlike scientific testimony, 
expert testimony about gangs depends heavily on the expert’s knowledge 
and experience rather than on the expert’s methodology and theory.” State 
v. Drummond, 111 Ohio St.3d 14, 2006-Ohio-5084, ¶ 119 (citing United 
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States v. Hankey, 203 F.3d 1160, 1169 (9th Cir. 2000)).

6. Daubert and Novel Scientific Theories. There is a line of Ohio cases 
which hold that a “Daubert analysis” only applies to novel scientific and 
medical testimony. This would be a significant departure from federal case 
law. Regardless, Ohio courts have still conducted an analysis of reliability 
in these cases, which end up looking very similar to Kumho’s intellectual 
rigor approach to reliability. Hopefully, the Supreme Court of Ohio clarifies 
this issue.

i. “But this is not a Daubert case.” Eve v. Johnson, 1998 WL 754320*3 (Ohio 
1st Dist. 1998) (reversing the trial court’s exclusion of defendant’s ortho-
pedic expert who testified to the absence of soft tissue damage).

ii. In a medical malpractice case involving a perforated rectum, the Sixth Dis-
trict Court of Appeals stated: “This is not a novel scientific theory requiring 
a Daubert analysis.”  Theis v. Lane, 2013 WL 791871*4 (Ohio 6th Dist., 
2013) (reversing the exclusion of plaintiff’s expert and stating, “this court 
concludes that review of the medical records by a physician with experience, 
education, and training pertinent to the subject on which the medical mal-
practice claim is premised renders his testimony reliable and admissible.”).

 “Evid. R. 702(C) does not explicitly require an expert to rely on scientific 
or medical literature for his or her testimony to be deemed reliable. A 
physician’s experience, without further supporting medical literature, may, 
under certain circumstances, supply the foundation for a reliable expert 
opinion. However, this generally applies only in cases in which the sci-
entific theory upon which the opinion rests is not a novel one requiring 
a Daubert analysis.” Walker v. Ford Motor Co., 2014 WL 4748482*9, n.6 
(Ohio 8th Dist., 2014); see also Kinn v. HCR ManorCare, 998 N.E.2d 852, 
2013-Ohio-4086, ¶ 19 (Ohio 6th Dist., 2013) (affirming exclusion of 
“novel” expert testimony in a medical malpractice claim brought against 
a hospice worker); Blinn v. Balint, 2014 WL 3530975 (Ohio 9th Dist., 
2014) (affirming admissibility of orthopedic expert who did not examine 
the plaintiff and did not review a key X-ray, but whose opinion was based 
upon a review of the medical records and an MRI scan). 

2.	 The	Daubert	Trilogy
A.	 THE	STORY	BEHIND	DAUBERT

1. Between 1956 and 1983, over 33 million women took Bendectin as an an-
ti-nausea medication during pregnancy. In the late 1970’s and throughout 
the 1980’s, thousands of lawsuits were filed all over the country claim-
ing that Bendectin caused birth defects (specifically limb deformities). 
Prominent attorneys like Melvin Belli, Jim Butler, Allen Eaton, and Barry 
Nace spearheaded the litigation. In June 1983, Barry Nace obtained a 
$750,000.00 verdict for Mary Oxendine, who was born with a shortened 
right forearm and only three fingers on her right hand after her mother had 
taken Bendectin while pregnant. 13 days after the verdict, Merrell Dow 
Pharmaceuticals, Inc. took Bendectin off the market. Merrell cited an in-
crease in insurance rates and maintained that the drug is perfectly safe.

2. Despite the verdict, an issue that continued to loom over the entire liti-
gation was—did Bendectin actually cause birth defects? And the central 
issue in each case was—did Bendectin cause this plaintiff’s birth defects? 
At the time, there was no scientific understanding of the causal mecha-
nism by which Bendectin (allegedly) caused birth defects, and no epi-
demiological study had ever concluded Bendectin caused birth defects. 
Courts across the country struggled with the issue of whether, and on what 
basis, an expert could testify that Bendectin, not only caused birth defects, 
but caused the birth defects experienced by a particular plaintiff.  

3. The question was—and is—essentially epistemological. That is—how 
does the expert “know” what the expert claims to “know”? What basis 
does the expert have for saying it? And the important question for courts 
in determining whether an expert’s opinion is admissible is: What counts 
as a sufficient basis—as a legally adequate foundation—as “good 
grounds”—for an expert’s opinion?

B.	 DAUBERT V. MERRELL DOW PHARMACEUTICALS,
  INC.,	509	U.S.	579	(1993)—RELIABILITY
	 AND	RELEVANCY

1. In response to a motion for summary judgment at the trial court level (this 
is now 1989), the Daubert plaintiffs produced eight experts who based 
their causation opinions on: (1) in vivo animal studies—which showed 
giving Bendectin to pregnant rabbits causes birth defects; (2) in vitro 
studies—which showed Bendectin causes malformations to animal cells 
in a test tube; (3) chemical structure analyses—which showed that Ben-
dectin’s molecular structure is extremely similar to that of other known 
teratogens; and (4) a re-analysis of prior epidemiological studies—which 
showed (according to the experts) there was indeed a statistically signifi-
cant relationship between Bendectin and birth defects.

2. The district court acknowledged that, “there are two schools of thought 
governing expert testimony in these Bendectin cases.” Daubert v. Merrell 
Dow Pharmaceuticals, Inc., 727 F. Supp. 570, 572 (S.D.CA. 1989). The 
majority view (already supported by the First, Fifth, Sixth and D.C. Cir-
cuits) was that: “Absent a scientific understanding of the cause of the birth 
defects at issue in Bendectin cases, causation may be shown only through 
reliance upon epidemiological evidence… . ‘[F]ailure to present statisti-
cally significant epidemiological proof’ is ‘fatal’ to the case.” Id. (quoting 
Brock v. Merrell Dow Pharmaceuticals, Inc., 874 F.2d 307 (5th Cir.1989)). 

3. The minority view on the other hand did not require epidemiological evi-
dence to prove causation. It permitted experts to weigh all of the available 
evidence in reaching a conclusion and gave “deference to the expert’s 
opinion,” viewing the “varying conclusions as involving a classic battle of 
the experts.” Id. at 573 (citing Oxendine v. Merrell Dow Pharmaceuticals, 
Inc., 506 A.2d 1100 (D.C.App.1986)). The district court sided with the 
majority view and granted the motion for summary judgment.

4. The Ninth Circuit (applying Frye) affirmed and held that a “reanalysis of epi-
demiological studies is generally accepted by the scientific community only 
when it is subjected to verification and scrutiny by others in the field.” Daubert 
v. Merrell Pharmaceuticals, Inc., 951 F.2d 1128, 1133 (9th Cir. 1991). 

5. The Supreme Court reversed (a win for the Plaintiffs) and held that Frye 
“should not be applied in federal trials” because “a rigid ‘general accep-
tance’ requirement would be at odds with the ‘liberal thrust’ of the Federal 
Rules and their ‘general approach of relaxing the traditional barriers to 
opinion testimony.’” Daubert, 509 U.S. at 588.

6. Rather than adopting a bright-line rule of requiring expert testimony to be 
based upon “generally accepted” methods for establishing causation (i.e., 
statistically significant epidemiological evidence), the Court assigned trial 
courts the role of “gatekeeper” with “the task of ensuring that an expert’s 
testimony both rests on a reliable foundation and is relevant to the 
task at hand.” Id. at 597 (emphasis added).

C.	 RELIABILITY	MEANS	“EVIDENTIARY	RELIABILITY”—
	 I.E.,	“TRUSTWORTHINESS”

1. It is critical to remember that Daubert was a case about scientific knowl-
edge as opposed to the other types of knowledge expressly listed in F.R.E. 
702 (“technical, or other specialized knowledge”). The Court made clear: 
“Our discussion is limited to the scientific context because that is the na-
ture of the expertise offered here.” Id. at 590, n.8. 

2. “[I]n order to qualify as ‘scientific knowledge,’ an inference or assertion must 
be derived by the scientific method. Proposed testimony must be supported 
by appropriate validation—i.e., ‘good grounds,’ based on what is known. 
In short, the requirement that an expert’s testimony pertain to ‘scientific 
knowledge’ establishes a standard of evidentiary reliability.” Id. at 590.

3. In Daubert, the Court dropped a very important footnote (n.9) to specify 
what it meant by reliability: “We note that scientists typically distinguish 
between ‘validity’ (does the principle support what it purports to show?) 
and ‘reliability’ (does application of the principle produce consistent re-
sults?). Although ‘the difference between accuracy, validity, and reliability 
may be such that each is distinct from the other by no more than a hen’s 
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kick,’ our reference here is to evidentiary reliability—that is, trustworthi-
ness.” Id. at 590, n.9 (emphasis in original).

4. We are all familiar with the notion that evidence must be trustworthy before 
it can be admitted into evidence. That is exactly what makes hearsay inad-
missible—because something someone said out of court is not reliable 
evidence. We don’t know if it’s true. It can’t be trusted. It can’t be relied 
upon. Indeed, in footnote 9 the Court goes on to compare its Daubert 
standard of evidentiary reliability to the theory behind exceptions to hear-
say: “[H]earsay exceptions will be recognized only ‘under circumstances 
supposed to furnish guarantees of trustworthiness.’” Id. at n.9 (quoting the 
Advisory Committee’s Notes on Art. VIII of Rules of Evidence).

5. At the end of footnote 9, the Court states: “In a case involving scientific 
evidence, evidentiary reliability will be based upon scientific validity.” Id. 
at n.9 (emphasis in original). The Court spends much of the rest of the 
opinion trying to set up a structure for evaluating scientific validity.

6. So while the Daubert factors are important in the context of scientific 
testimony, they are just one application of the overarching requirement 
of Daubert—that expert testimony is reliable evidence, that it wasn’t just 
pulled out of a hat, that it is trustworthy. 

7. The trustworthiness of an expert’s opinion is what Daubert is all about. The 
expert forms an opinion, and the trial court (as gatekeeper) gets to say, 
in essence—yea, but how do you know that?—what basis do you have 
for saying that?—please explain your reasoning.  In other words, under 
Daubert, experts must show their work.

D.	 RELEVANCY	MEANS	THE	TESTIMONY	IS
	 SUFFICIENTLY	TIED	TO	THE	FACTS	OF	THE	CASE

1. “Rule 702 further requires that the evidence or testimony ‘assist the trier of 
fact to understand the evidence or to determine a fact in issue.’ This condi-
tion goes primarily to relevance. Expert testimony which does not relate to 
any issue in the case is not relevant and, ergo, non-helpful.” Daubert, 509 
U.S. at 591.

2. “The consideration has been aptly described by Judge Becker as one of 
‘fit.’ ‘Fit’ is not always obvious, and scientific validity for one purpose is not 
necessarily scientific validity for other, unrelated purposes.” Id.

3. “The study of the phases of the moon, for example, may provide valid sci-
entific ‘knowledge’ about whether a certain night was dark, and if darkness 
is a fact in issue, the knowledge will assist the trier of fact. However (absent 
creditable grounds supporting such a link), evidence that the moon was full 
on a certain night will not assist the trier of fact in determining whether an 
individual was unusually likely to have behaved irrationally on that night.” Id.

E.	 DAUBERT’S	“GENERAL	OBSERVATIONS”	OF
	 FACTORS	BEARING	ON	THE	INQUIRY

1. “Many factors will bear on the inquiry, and we do not presume to set out 
a definitive checklist or test. But some general observations are appropri-
ate.” Daubert, 509 U.S. at 593.

 a.  “a key question to be answered in determining whether a theory or 
technique is scientific knowledge that will assist the trier of fact will be 
whether it can be (and has been) tested.” Id.

 b.  “whether the theory or technique has been subjected to peer review and 
publication.” Id.

 c.  “in the case of a particular scientific technique, the court ordinarily 
should consider the known or potential rate of error.” Id. at 594.

 d.  “general acceptance’ can yet have a bearing on the inquiry.” Id.

F.	 VIGOROUS	CROSS	EXAMINATION	

1. “Vigorous 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.” Daubert, 509 U.S. at 596.

2. “Additionally, in the event the trial court concludes that the scintilla of 
evidence presented supporting a position is insufficient to allow a rea-

sonable juror to conclude that the position more likely than not is true, the 
court remains free to direct a judgment… and likewise to grant summary 
judgment.” Id.

3. “These conventional devices, rather than wholesale exclusion under an 
uncompromising ‘general acceptance’ test, are the appropriate safeguards 
where the basis of scientific testimony meets the standards of Rule 702.” Id.

G.	 GENERAL ELECTRIC CO. V. JOINER,	522	U.S.	136
	 (1997)—ANALYTICAL	GAPS	AND
	 ABUSE	OF	DISCRETION

1. The Court affirmed a district court’s exclusion of an expert who testified 
that exposure to a chemical, PCB, “promoted” plaintiff’s lung cancer. The 
expert’s opinions were based upon mice studies and four readily distin-
guishable epidemiological studies, and plaintiff was a smoker with a fam-
ily history of lung cancer.

2. Although in Daubert, Justice Blackmun said the focus “must be solely on 
the principles and methodology and not the conclusions they generate,” 
in Joiner Justice Rehnquist stated: “conclusions and methodology are not 
entirely distinct from one another. Trained experts commonly extrapolate 
from existing data. But nothing in either Daubert or the Federal Rules of 
Evidence requires a district court to admit opinion evidence which is con-
nected to existing data only by the ipse dixit of the expert. A court may 
conclude that there is simply too great an analytical gap between the data 
and the opinion proffered.” Joiner, 522 U.S. at 146.

3. The Joiner Court made clear that the “admissibility of expert testimony… 
is reviewable under the abuse of discretion standard.” Id. at 143.

H.	 KUMHO TIRE CO. V. CARMICHAEL,	526	U.S.	137
	 (1999)—EXPANDING	ON	THE	FACTORS	SET
	 FORTH	IN	DAUBERT

1. The Court held the Daubert gatekeeping obligation “applies to all expert 
testimony.” Id. at 147.

2. “Daubert makes clear that the factors it mentions do not constitute a ‘de-
finitive checklist or test.’” Id. at 150 (emphasis in original). 

3. In Kumho, the Court affirmed the district court’s exclusion of an expert 
who testified that a tire blow-out (which resulted in a car wreck) was 
caused by a defect in the tire rather than due to abuse or the tire being 
underinflated. The exclusion was based, in part, on the fact that the ex-
pert repeatedly relied “on the ‘subjectiveness’ of his mode of analysis in 
response to questions seeking specific information” about his method for 
determining the defect. Kumho, 526 U.S. at 155.  

4. Additionally, and this was a big red flag, the expert determined the tire to 
be defective (and issued a report to that effect) after simply looking at pho-
tographs and only inspected the tire itself the morning of his deposition. 
Kumho, 526 U.S. at 155. 

5. The trial court must “make certain that [the] expert, whether basing testimony 
upon professional studies or personal experience, employs in the courtroom 
the same level of intellectual rigor that characterizes the practice of 
an expert in the relevant field.” Id. at 152 (emphasis added). 

6. “[T]he factors identified in Daubert may or may not be pertinent in assess-
ing reliability, depending on the nature of the issue, the expert’s particular 
expertise, and the subject of his testimony. The conclusion, in our view, 
is that we can neither rule out, nor rule in, for all cases and for all time the 
applicability of the factors mentioned in Daubert, nor can we now do so for 
subsets of cases categorized by category of expert or by kind of evidence. 
Too much depends upon the particular circumstances of the particular 
case at issue.” Id. at 155.

7. The Court went on to state, “no one denies that an expert might draw a 
conclusion from a set of observations based on extensive and specialized 
experience. Id. at 156. But, “it will at times be useful to ask even of a wit-
ness whose expertise is based purely on experience, say, a perfume tester 
able to distinguish among 140 odors at a sniff, whether his preparation is 
of a kind that others in the field would recognize as acceptable.” Id. at 151.
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8. “The trial court must have the same kind of latitude in deciding how to test 
an expert’s reliability, and to decide whether or when special briefing or 
other proceedings are needed to investigate reliability, as it enjoys when 
it decides whether that expert’s relevant testimony is reliable.” Id. at 152 
(emphasis in original). 

9. “Thus, whether Daubert’s specific factors are, or are not, reasonable mea-
sures of reliability in a particular case is a matter that the law grants the 
trial judge broad latitude to determine.” Id. at 153. 

3.	 General	Daubert	Jurisprudence		
A.	 “DISTILLED”	TO	THREE	REQUIREMENTS

  “We have distilled from Daubert, Kumho, and Rule 702 these three require-
ments: First, ‘the expert must be qualified to testify competently regarding 
the matter he or she intends to address’; second, the expert’s ‘methodol-
ogy...must be reliable as determined by a Daubert inquiry’; and third, the 
expert’s ‘testimony must assist the trier of fact through the application of 
expertise to understand the evidence or determine a fact in issue.’” Adams 
v. Lab. Corp. of America, 760 F.3d 1322, 1328 (11th Cir., July 29, 2014) 
(quoting Kilpatrick v. Breg, Inc., 613 F.3d 1329, 1335 (11th Cir. 2010)).

B.	 THE	GOALS	OF	DAUBERT

1. The “object” of Daubert is “to make sure that when scientists testify in 
court they adhere to the same standards of intellectual rigor that are de-
manded in their professional work. If they do, their evidence (provided of 
course that it is relevant to some issue in the case) is admissible even if 
the particular methods they have used in arriving at their opinion are not 
yet accepted as canonical in their branch of the scientific community. If 
they do not, their evidence is inadmissible no matter how imposing their 
credentials.” Rosen v. Ciba-Geigy Corp., 78 F.3d 316, 318-19 (7th Cir. 
1996) (J. Posner) (affirming exclusion of expert who testified that wearing 
a nicotine patch for three days was the cause of a heart attack without 
providing reasoning or evidence for such short-term consequences). 

2. “Daubert attempts to strike a balance between a liberal admissibility 
standard for relevant evidence on the one hand and the need to exclude 
misleading ‘junk science” on the other.” Best v. Lowe’s Home Centers, 
Inc., 563 F.3d 171, 176-77 (6th Cir. 2009) (citing Amorgianos v. Nat’l R.R. 
Passenger Corp., 303 F.3d 256, 267 (2d Cir. 2002)).

3. “Judges in jury trials should not exclude expert testimony simply because 
they disagree with the conclusions of the expert. The Daubert duty is to 
judge the reasoning used in forming an expert conclusion.” Kennedy v. 
Collagen Corp., 161 F.3d 1226, 1230 (9th Cir. 1998). 

C.	 BURDEN	OF	PROOF	IS	ON	THE	PROPONENT
	 OF	THE	EVIDENCE

1. “In short, under Daubert and its progeny, a party proffering expert testimony 
must show by a ‘preponderance of proof’ that the expert whose testimony 
is being offered is qualified and will testify to scientific knowledge that will 
assist the trier of fact in understanding and disposing of relevant issues.” 
Sigler v. American Honda Motor Co., 532 F.3d 469, 478 (6th Cir. 2008). 

2. “[T]he proponent of the testimony does not have the burden of proving that it 
is scientifically correct, but that by a preponderance of the evidence, it is reli-
able.” Allison v. McGhan Med. Corp., 184 F.3d 1300, 1312 (11th Cir. 1999) 
(citing In re Paoli R.R. Yard PCB Litig., 35 F.3d 717, 744 (3rd Cir. 1994)); 
see also Moore v. Ashland Chem. Inc., 151 F.3d 269, 276 (5th Cir.1998).

D.	 DAUBERT	DOES	NOT	SUPPLANT	THE
	 ADVERSARY	SYSTEM

1. “We have repeatedly stressed Daubert’s teaching that the gatekeeping func-
tion under Rule 702 ‘is not intended to supplant the adversary system or 
the role of the jury: vigorous 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.’” 

Adams, 760 F.3d at 1334 (emphasis in original) (quoting United States v. 
Alabama Power Co., 730 F.3d 1278, 1282 (11th Cir. 2013)).

2. 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.” United States v. 14.38 Acres of Land Situated in 
Leflore County, Mississippi, 80 F.3d 1074, 1078 (5th Cir. 1996).

E.	 VERY	HIGH	ABUSE	OF	DISCRETION	STANDARD

1. “We will only reverse for an abuse of discretion where we are left with ‘the 
definite and firm conviction that the district court made a clear error of 
judgment in its conclusion.’” Rose v. Truck Centers, Inc., 388 Fed. Appx. 
528, 532 (6th Cir. 2010) (quoting Gaeth v. Hartford Life Ins. Co., 538 F.3d 
524, 528 (6th Cir. 2008)).

2. “This standard of review requires that we defer to the district court’s rul-
ing unless it is ‘manifestly erroneous.’” Rink v. Cheminova, Inc., 400 F.3d 
1286, 1291 (11th Cir. 2005) (affirming exclusion of chemical engineer 
who had never dealt with the specific chemical at issue in the case in his 
professional life and who made “leaps of faith” in his calculations).

3. “[I]n the last five years, there have been 54 reported decisions of this court 
(13 published opinions and 41 unpublished opinions) reviewing district 
court evidentiary rulings under Daubert, and the district court was re-
versed in only three of those cases.” U.S. v. Alabama Power Co., 730 F.3d 
1278, 1289 (11th Cir. 2013) (J. Hodge dissenting).

4. “We are to review the district court’s decision on how to determine reliabil-
ity with the same abuse of discretion standard that we use to review its ulti-
mate conclusion… .  [G]iven the heavy thumb—really a thumb and a fin-
ger or two—that is put on the district court’s side of the scale, we conclude 
that it was not an abuse of discretion to admit the expert opinions… .” U.S. 
v. Brown, 415 F.3d 1257, 1268 (11th Cir. 2005) (affirming admissibility of 
chemist and biochemist who conducted visual comparisons of molecular 
models of chemicals and based opinions on knowledge and experience).

F.	 DAUBERT	HEARINGS

 “Daubert hearings are not required, but may be helpful in ‘complicated 
cases involving multiple expert witnesses. A district court should con-
duct a Daubert inquiry when the opposing party’s motion for a hearing is 
supported by conflicting medical literature and expert testimony.” U.S. v. 
Hansen, 262 F.3d 1217 (11th Cir. 2001) (citations omitted).

G.	 IMPORTANT	ADVISORY	COMMITTEE
	 NOTES	TO	F.R.E.	702

1. Expert Can Be a Teacher. “The rule accordingly recognizes that an 
expert on the stand may give a dissertation or exposition of scientific or 
other principles relevant to the case, leaving the trier of fact to apply them 
to the facts.”

2. “Skilled” Witnesses. “Thus within the scope of the rule are not only 
experts in the strictest sense of the word, e.g., physicians, physicists, and 
architects, but also the large group sometimes called ‘skilled’ witnesses, 
such as bankers or landowners testifying to land values.”

3. Experience Alone. “[T]he text of Rule 702 expressly contemplates that 
an expert may be qualified on the basis of experience. In certain fields, 
experience is the predominant, if not sole, basis for a great deal of reliable 
expert testimony.”

4. Good Grounds. “Some types of expert testimony will be more objective-
ly verifiable, and subject to the expectations of falsifiability, peer review, 
and publication, than others. Some types of expert testimony will not rely 
on anything like a scientific method, and so will have to be evaluated by 
reference to other standard principles attendant to the particular area of 
expertise. The trial judge in all cases of proffered expert testimony must 
find that it is properly grounded, well-reasoned, and not speculative before 
it can be admitted.”

5. Opinions of Other Experts. “The amendment requires that expert tes-
timony be based on sufficient underlying ‘facts or data.’ The term ‘data’ is 
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intended to encompass the reliable opinions of other experts.”

6. Exclusion is the Exception. “A review of the caselaw after Daubert 
shows that the rejection of expert testimony is the exception rather than 
the rule.”

4.	 Qualifications
A.	 PRINCIPLES	OF	LAW
1. The proponent must show “the expert is qualified to testify competently 

regarding the matters he intends to address.” Allison v. McGhan Med. 
Corp., 184 F.3d 1300, 1309 (11th Cir. 1999). 

2. “[A] witness is not an expert simply because he claims to be. The issue 
with regard to expert testimony is not the qualifications of a witness in the 
abstract, but whether those qualifications provide a foundation for a wit-
ness to answer a specific question.” Rose v. Truck Centers, Inc., 388 Fed. 
Appx. 528, 533 (6th Cir. 2010) (internal quotes and citations omitted).

3. “Although an expert’s qualifications go primarily to the first prong of 
Daubert’s inquiry, ‘an expert’s overwhelming qualifications may bear on 
the reliability of his proffered testimony’ even if ‘they are by no means a 
guarantor of reliability.’” Tampa Bay Water v. HDR Engineering, Inc., 731 
F.3d 1171, 1185 (11th Cir. 2013) (quoting Quiet Technology DC-8, Inc. v. 
Hurl-Dubois UK Ltd., 326 F.3d 1333, 1341 (11th Cir. 2003)).

4. “If the expert meets liberal minimum qualifications, then the level of the 
expert’s expertise goes to credibility and weight, not admissibility.” Kan-
nankeril v. Terminix Intern., Inc., 128 F.3d 802, 808 (3d Cir. 1997) (citing 
In re Paoli R.R. Yard PCB Litigation, 35 F.3d 717, 741 (3d Cir. 1994)).

5. “[The expert’s] background and practical experience qualify as ‘specialized 
knowledge’ gained through ‘experience, training, or education.’” McCull-
ock v. H.B. Fuller, Co., 61 F.3d 1038 (2nd Cir. 1995) (affirming admissibil-
ity of expert consultant on fume dispersal). 

6. “Qualification refers to the requirement that the witness possess special-
ized expertise. We have interpreted this requirement liberally, holding 
that ‘a broad range of knowledge, skills, and training qualify an expert.’” 
Schneider v. Fried, 320 F.3d 396, 404 (3rd Cir. 2003) (reversing exclusion 
of cardiologist’s standard of care opinion because expert had sufficient 
experience to testify to such matters) (citations omitted). 

7. “[I]t is an abuse of discretion to exclude testimony simply because the 
trial court does not deem the proposed expert to be the best qualified 
or because the proposed expert does not have the specialization that the 
court considers most appropriate.” Holbrook v. Lykes Bros. S.S. Co., Inc., 
80 F.3d 777, 782 (3rd Cir. 1996). 

8. “If the witness is relying solely or primarily on experience, then the witness 
must explain how that experience leads to the conclusion reached, why 
that experience is a sufficient basis for the opinion, and how that experi-
ence is reliably applied to the facts. The trial court’s gatekeeping function 
requires more than simply ‘taking the expert’s word for it.’” U.S. v. Frazier, 
387 F.3d 1244, 1261 (11th Cir. 2004) (quoting Advisory Committee Notes 
on Fed. R. Evid. 702, 2000 Amendments).

9. “The distinction between scientific and non-scientific expert testimony is 
a critical one. By way of illustration, if one wanted to explain to a jury how 
a bumblebee is able to fly, an aeronautical engineer might be a helpful 
witness. Since flight principles have some universality, the expert could 
apply general principles to the case of the bumblebee. Conceivably, even 
if he had never seen a bumblebee, he still would be qualified to testify, as 
long as he was familiar with its component parts.      

 On the other hand, if one wanted to prove that bumblebees always take off into 
the wind, a beekeeper with no scientific training at all would be an accept-
able expert witness if a proper foundation were laid for his conclusions. The 
foundation would not relate to his formal training, but to his firsthand obser-
vations. In other words, the beekeeper does not know any more about flight 
principles than the jurors, but he has seen a lot more bumblebees than they 
have.” Rose v. Truck Centers, Inc., 388 Fed. Appx. 528, 533 (6th Cir. 2010) 
(quoting Berry v. City of Detroit, 25 F.3d 1342, 1349-50 (6th Cir. 1994)).

5.	 Reliability	
A.	 FACTORS	INDICATING	RELIABILITY

1. Can Be (Has Been) Tested. (Daubert)

2. Subjected to Peer Review.  (Daubert)

3. Known or Potential Error Rate. (Daubert)

4. General Acceptance. (Daubert)

5. Analytical Gaps. “Whether the expert has unjustifiably extrapolated 
from an accepted premise to an unfounded conclusion.” Advisory Com-
mittee Notes on Fed. R. Evid. 702, 2000 Amendments (citing Joiner, 522 
U.S. at 146).

6. Research Independent of Litigation. Whether experts are “proposing 
to testify about matters growing naturally and directly out of research they 
have conducted independent of the litigation, or whether they have devel-
oped their opinions expressly for purposes of testifying.” Daubert v. Merrell 
Dow Pharma. Inc., 43 F.3d 1311, 1317 (9th Cir. 1995) (“Daubert II”). “A dis-
trict court can also analyze more rigorously the admissibility of an expert’s 
testimony if the expert’s opinion was prepared solely for litigation.” Lawrence 
v. Raymond Corp., 501 Fed.Appx. 515, 518 (6th Cir. 2012) (citing Johnson 
v. Manitowoc Boom Trucks, Inc., 484 F.3d 426, 434 (6th Cir. 2007)).

7. Intellectual Rigor. “The sine qua non, however, is whether in his court-
room presentation the expert used ‘the same level of intellectual rigor that 
characterizes the practice of an expert in the relevant field.’” Roman v. 
Western Manufacturing, Inc., 691 F.3d 686, 693 (5th Cir. 2012) (citing 
Kumho, 526 U.S. at 152); see also, Sheehan v. Daily Racing Form, Inc., 
104 F.3d 940, 942 (7th Cir. 1997) (J. Posner) (“[Daubert] requires the 
district judge satisfy himself that the expert is being as careful as he would 
in is regular professional work outside his paid litigation consulting.”).

8. Consideration of Alternative Explanations.  See Claar v. Burlington 
N.R.R., 29 F.3d 499 (9th Cir. 1994) (testimony excluded where the ex-
pert failed to consider other obvious causes for the plaintiff’s condition). 
Compare Ambrosini v. Labarraque, 101 F.3d 129 (D.C. Cir. 1996) (the 
possibility of some uneliminated causes presents a question of weight, so 
long as the most obvious causes have been considered and reasonably 
ruled out by the expert).

9. Practical Experience. “Nothing in this amendment is intended to 
suggest that experience alone—or experience in conjunction with oth-
er knowledge, skill, training or education—may not provide a sufficient 
foundation for expert testimony. To the contrary, the text of Rule 702 ex-
pressly contemplates that an expert may be qualified on the basis of expe-
rience. In certain fields, experience is the predominant, if not sole, basis 
for a great deal of reliable expert testimony.” Advisory Committee Notes 
on Fed. R. Evid. 702, 2000 Amendments (citing United States v. Jones, 
107 F.3d 1147 (6th Cir. 1997) (no abuse of discretion in admitting the 
testimony of a handwriting examiner who had years of practical experience 
and extensive training, and who explained his methodology in detail)). 

B.	 EVIDENTIARY	RELIABILITY/GOOD	GROUNDS	/
	 TRUSTWORTHINESS

1. Trustworthiness. “Federal Rule of Evidence 702 requires an expert wit-
ness to testify as to ‘scientific, technical, or other specialized knowledge.’ 
As the Supreme Court in Daubert noted, this requirement establishes a 
standard of ‘evidentiary reliability’ or ‘trustworthiness.’” Rose v. Truck Cen-
ters, Inc., 388 Fed. Appx. 528, 534 (6th Cir. 2010) (citing Daubert, 509 
U.S. at 590, n.9).

2. Some Speculation is Necessary. “A certain amount of speculation is 
necessary, an even greater amount is permissible (and goes to the weight 
of the testimony), but too much is fatal to admission.” Group Health Plan, 
Inc. v. Philip Morris, USA, Inc., 344 F.3d 753, 760 (8th Cir. 2003).

3. Reviewer Bias. “Hindsight bias is a common-sense concept—every-
one knows that ‘hindsight is 20/20.’ And common-sense concepts are 
especially appropriate for consideration by a jury.” Adams v. Lab. Corp. 
of America, 760 F.3d 1322, 1335 (11th Cir. July 29, 2014) (reversing ex-
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clusion of cytotechnologists who reviewed slides using a widely accept-
ed methodology; the court did not take kindly to the industry guidelines 
which intended to affect admissibility in litigation).

4. Red Flags. “Red flags that caution against certifying an expert include 
reliance on anecdotal evidence, improper extrapolation, failure to consider 
other possible causes, lack of testing, and subjectivity.” Newell Rubber-
maid, Inc. v. Raymond Corp., 676 F.3d 521, 527 (6th Cir. 2012) (citing 
Best v. Lowe’s Home Centers, Inc., 563 F.3d 171, 177 (6th Cir. 2009)).

5. Attacks on the Expert. “Disputes as to the strength of [an expert’s] cre-
dentials, faults in his use of [a particular] methodology, or lack of textual 
authority for his opinion, go to the weight, not the admissibility, of his tes-
timony.” Kennedy v. Collagen Corp., 161 F.3d 1226, 1230 (9th Cir. 1998) 
(quoting McCullock v. H.B. Fuller Co., 61 F.3d 1038, 1044 (2d Cir. 1995)). 

6. Inadequacies in a Study. “Indeed, ‘in most cases, objections to the in-
adequacies of a study are more appropriately considered an objection go-
ing to the weight of the evidence rather than its admissibility.’” Rosenfeld 
v. Oceania Cruises, Inc., 654 F.3d 1190, 1193 (11th Cir. 2011) (quoting 
Hemmings v. Tidyman’s Inc., 285 F.3d 1174, 1188 (9th Cir.2002)).

7. Flaws in Analysis. “[T]he alleged flaws in [the expert’s] analysis are of a 
character that impugn the accuracy of his results, not the general scientific 
validity of his methods.” Quiet Technology DC-8, Inc. v. Hurl-Dubois UK 
Ltd., 326 F.3d 1333, 1345 (11th Cir. 2003). “Quiet says that ‘Frank’s failure 
to include all available flight test parameters in his model is fatal to any 
meaningful correlation of flight test results with computer results....’ Yet 
the Supreme Court has explicitly rejected the same argument in a different 
substantive context, holding that ‘[n]ormally, failure to include variables 
will affect the analysis’ probativeness, not its admissibility.’” Id. at 1346 
(quoting Bazemore v. Friday, 478 U.S. 385, 400 (1986)).

8. Post Hoc Ergo Propter Hoc. “Expert opinions based upon nothing 
more than the logical fallacy of post hoc ergo propter hoc typically do 
not pass muster under Daubert.” Rolen v. Hansen Beverage Co., 193 Fed.
Appx. 468, 473 (6th Cir. 2006) (citing McClain v. Metabolife Intern., Inc., 
401 F.3d 1233, 1242-43 (11th Cir. 2005)).

9. Temporal Relationship Sometimes Okay. “[D]epending on the cir-
cumstances, a temporal relationship between exposure to a substance and 
the onset of a disease or a worsening of symptoms can provide compelling 
evidence of causation.” Westberry v. Gislaved Gummi AB, 178 F.3d 257, 265 
(4th Cir. 1999) (okay for expert to rely on temporal relationship when plain-
tiff’s symptoms worsened while working and improved when not working).

10. Lack of Published Studies Okay. “[R]eference to a published study… 
is not necessary to demonstrate minimum scientific reliability” where scien-
tific literature “may not be extensive.” United Fire & Cas. Co. v. Whirlpool 
Corp., 704 F.3d 1338, 1342 (11th Cir. 2013) (citing  Daubert, 509 U.S. at 
593).  “We first note, as has the Third Circuit, that ‘we do not believe that a 
medical expert must always cite published studies on general causation in 
order to reliably conclude that a particular object caused a particular illness.’” 
Turner v. Iowa Fire Equip. Co., 229 F.3d 1202, 1208 (8th Cir. 2000) (quoting 
Heller v. Shaw Indus., Inc., 167 F.3d 146, 155 (3rd Cir.1999)); see also Hol-
lander v. Sandoz Pharma. Corp., 289 F.3d 1193, 1212 (10th Cir. 2002).

11. Lacking Daubert Factors. “The question, then, is whether expert opin-
ion evidence that does not meet three of the four Daubert factors never-
theless can be admitted. In the right circumstances, the answer to that 
question is ‘yes.’” U.S. v. Brown, 415 F.3d 1257, 1267 (11th Cir. 2005).

12. Daubert Factors May Be Unhelpful. “[T]he four specific factors uti-
lized in Daubert may be of limited utility in the context of non-scientific 
expert testimony. We noted that ‘[i]f [the Daubert] framework were to be ex-
tended to outside the scientific realm, many types of relevant and reliable 
expert testimony—that derived substantially from practical experience—
would be excluded. Such a result truly would turn Daubert, a case intend-
ed to relax the admissibility requirements for expert scientific evidence, on 
its head.’” First Tennessee Bank Nat. Ass’n v. Barreto, 268 F.3d 319, 334 
(6th Cir. 2001) (finding “the Daubert reliability factors unhelpful” in a case 
involving expert testimony based upon 40 years in the banking industry).

13. Mere General Acceptance Can Be Sufficient. “We cannot say that 

the court abused its discretion in also concluding that the specific Daubert 
factors (such as testability and peer review) were not required in this 
particular situation. Nor can we say that its key credibility determination 
was clearly erroneous.” U.S. v. Brown, 415 F.3d 1257, 1267-68 (11th Cir. 
2005) (trial court accepted as true the expert’s testimony that the methods 
used were generally accepted).

14. Use in Industry Alone is Insufficient. “[T]hat a laboratory has used 
a procedure for a number of years, without more, is not evidence of reli-
ability. An unreliable test does not become reliable just because the test is 
used for a lengthy period of time. The confidence of the Commonwealth 
of Kentucky in its laboratory does not prove that the methods used by the 
lab are scientifically sound.” Nelson v. Freightliner, LLC, 154 Fed. Appx. 
98, 110 (11th Cir. 2005). “[A]pproval and use by the agencies of the Com-
monwealth of Kentucky [is not] a form of peer review as suggested at the 
Daubert hearing.” Id.

15. Flaws in Facts Underlying Analysis. “[T]he court’s gatekeeping func-
tion focuses on an examination of the expert’s methodology. The sound-
ness of the factual underpinnings of the expert’s analysis and the correct-
ness of the expert’s conclusions based on that analysis are factual matters 
to be determined by the trier of fact, or, where appropriate, on summary 
judgment.” Smith v. Ford Motor Co., 215 F.3d 713, 718 (7th Cir. 2000).

C.	 GENERAL	CAUSATION:	EPIDEMIOLOGY,
	 BRADFORD	HILL	CRITERIA,	ANIMAL	STUDIES,
	 CASE	STUDIES

1. Bradford Hill Criteria. “Even when an appropriately designed study 
yields evidence of a statistical association between a given substance and 
a given health outcome, epidemiologists generally do not accept such an 
association by itself as proof of a causal relationship between the expo-
sure and the outcome. Epidemiologists generally look to several addition-
al criteria to determine whether a statistical association is indeed causal. 
These criteria are sometimes referred to as the Bradford Hill criteria, after 
the author of a leading statement of the principles. They are: (1) Strength: 
How strong is the association between the suspected risk factor and the 
observed outcome?; (2) Consistency: Does the association hold in different 
settings and among different groups?; (3) Specificity: How closely are the 
specific exposure factor and the specific health outcome associated? I.e., 
how unique is the quality or quantity of the response? (4) Temporality: Does 
the hypothesized cause precede the effect?; (5) Biological plausibility: Does 
the apparent association make sense biologically?; (6) Coherence: Is the 
association consistent with what is known of the natural history and biol-
ogy of the disease?; (7) Experimental verification: Does any experimental 
evidence support the hypothesis of an association?; (8) Biological analogy: 
Are there examples of similar risk factors and similar outcomes?; and (9) 
Dose-response relationship: Has a dose-response relationship been estab-
lished, i.e., does the magnitude of the response increase as the magnitude 
of the dose increases? The last criterion, establishment of a dose-response 
relationship, is considered critical in toxicology.” Amorgianos v. Nat’l R.R. 
Passenger Corp., 137 F.Supp.2d 147, 168 (E.D.N.Y. 2001); see also Austin 
Bradford Hill, The Environment and Disease: Association or Causation?, 58 
Proc. Royal Soc’y Med. 295 (1965).

2. Weighing Epidemiological Evidence. “Bradford Hill factors are es-
sential to evaluating the weight of epidemiological evidence… .” In re 
Actos (Pioglitazone) Products Liability Litigation, 2014 WL 108923*5, 
n.31 (W.D.LA. 2014). 

3. Epidemiology Trumps Conflicting Case Studies. “We find that the 
district court did not abuse its discretion by considering that the proffered 
conclusions in studies with questionable methodologies were out of sync 
with the conclusions in the overwhelming majority of the epidemiological 
studies presented to the court.” Allison v. McGhan Med. Corp., 184 F.3d 
1300, 1316 (11th Cir. 1999).

4. Epidemiology is Best Evidence in Toxic Tort Case. “Epidemiology, 
a field that concerns itself with finding the causal nexus between external 
factors and disease, is generally considered to be the best evidence of 
causation in toxic tort actions.” Rider v. Sandoz Pharmaceuticals Corp., 
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295 F.3d 1194, 1198 (11th Cir. 2002)). 

5. Epidemiology Not Required In Toxic Tort Case. “This Court has 
long held that epidemiology is not required to prove causation in a toxic 
tort case.” Id. at 1199 (11th Cir. 2002) (citing Wells v. Ortho Pharm. Corp., 
788 F.2d 741, 745 (11th Cir. 1986).

6. Material Data Safety Sheet Can Support Opinion. “[The Defen-
dant’s] strongest argument is that no published material confirms that 
inhalation of the chemical in Aqua EZ can cause anosmia. But ‘there is 
no requirement that a medical expert must always cite published studies 
on general causation in order to reliably conclude that a particular object 
caused a particular illness.’” Best v. Lowe’s Home Centers, Inc., 563 F.3d 
171, 180-81 (6th Cir. 2009) (quoting Kudabeck v. Kroger Co., 338 F.3d 
856, 862 (8th Cir.2003) (holding that information contained on the product’s 
MSDS and the doctor’s own knowledge provided a sufficient basis for the 
doctor to “rule in” inhalation of a chlorine derivative as a cause of anosmia)); 
see also McCullock v. H.B. Fuller Co., 61 F.3d 1038 (2d Cir. 1995).

7. Case Reports Are Insufficient. “‘[C]ase reports and case studies are 
universally regarded as an insufficient scientific basis for a conclusion 
regarding causation because case reports lack controls;’ hence, they do 
not supply scientific knowledge upon which an opinion can be based un-
der Daubert.” Allison, 184 F.3d at 1316 (quoting Hall v. Baxter Healthcare 
Corp., 947 F.Supp. 1387, 1411 (D.Or. 1996)).

8. Case Studies Regarded With Caution. “Because they are anecdotal, 
case studies lack controls and thus do not provide as much information 
as controlled epidemiological studies do.... Causal attribution based on 
case studies must be regarded with caution.” McClain v. Metabolife Intern, 
Inc., 401 F.3d 1233, 1253 (11th Cir. 2005) (citing Mary Sue Henifin et al., 
Reference Guide on Medical Testimony, Reference Manual on Scientific 
Evidence  439-75 (Federal Judicial Center, 2d ed. 2000)).

9. Weight of the Evidence Approach. “No serious argument can be 
made that the weight of the evidence approach is inherently unreliable. 
Rather, admissibility must turn on the particular facts of the case. Here, 
the question is whether Dr. Smith, in reaching his opinion, applied the 
methodology with ‘the same level of intellectual rigor’ that he uses in his 
scientific practice.” Milward v. Acuity Specialty Products Group, Inc., 639 
F.3d 11, 18-19 (1st Cir. 2011) (quoting Kumho, 526 U.S. at 152). See also 
Joiner, 522 U.S. at 153-55 (Stevens, dissenting) (“[T]he Court of Appeals 
expressly decided that a ‘weight of the evidence’ methodology was scien-
tifically acceptable. To this extent, the Court of Appeals’ opinion is persua-
sive. It is not intrinsically ‘unscientific’ for experienced professionals to 
arrive at a conclusion by weighing all available scientific evidence—this 
is not the sort of ‘junk science’ with which Daubert was concerned… . In 
any event, it bears emphasis that the Court has not held that it would have 
been an abuse of discretion to admit the expert testimony.”).

D.	 SPECIFIC	CAUSATION

1. Differential Diagnosis Widely Accepted. “This court recognizes 
differential diagnosis as an appropriate method for making a determina-
tion of causation for an individual instance of disease. An overwhelming 
majority of the courts of appeals’ agree, and have held that a medical opin-
ion on causation based upon a reliable differential diagnosis is sufficiently 
valid to satisfy the first prong [reliability] of the Rule 702 inquiry. Best v. 
Lowe’s Home Centers, Inc., 563 F.3d 171, 178 (6th Cir. 2009) (internal 
quotations and citations omitted).

2. Differential Diagnosis Contains Elements of Judgment, But Is 
Still Reliable. A “differential diagnosis can be considered to involve 
the testing of a falsifiable hypothesis (e.g. that PCBs caused a plaintiff’s 
cancer) through an attempt to rule out alternative causes, that methodol-
ogy involves far more elements of judgment than does a scientific study 
attempting to test a more general scientific proposition. But unlike a meth-
odology used in conducting a scientific study, lack of general acceptance 
is not a sign of unreliability, it is merely a result of the fact that the med-
ical community will rarely have considered the reliability of a particular 
process of differential diagnosis used in an individual case.” In re Paoli 
Railroad Yard PCB Litigation, 35 F.3d 717, 758 (3rd Cir. 1994).  

3. Sixth Circuit follows Third Circuit’s Three Part Test. “We here-
by adopt the following differential-diagnosis test, adapted from the Third 
Circuit’s well-reasoned opinion: A medical-causation opinion in the form 
of a doctor’s differential diagnosis is reliable and admissible where the 
doctor (1) objectively ascertains, to the extent possible, the nature of the 
patient’s injury, see [Paoli] at 762 (‘A physician who evaluates a patient in 
preparation for litigation should seek more than a patient’s self-report of 
symptoms or illness and ... should ... determine that a patient is ill and 
what illness the patient has contracted.’), (2) ‘rules in’ one or more causes 
of the injury using a valid methodology, and (3) engages in ‘standard di-
agnostic techniques by which doctors normally rule out alternative causes’ 
to reach a conclusion as to which cause is most likely.” Best v. Lowe’s 
Home Centers, Inc., 563 F.3d 171, 179 (6th Cir. 2009) (quoting In re Paoli 
Railroad Yard PCB Litigation, 35 F.3d 717 (3r Cir. 1994)). 

4. Eleventh Circuit Requires Differential Diagnosis + General 
Causation. “A valid differential diagnosis, however, only satisfies a 
Daubert analysis if the expert can show the general toxicity of the drug by 
reliable methods.” McClain v. Metabolife Intern, Inc., 401 F.3d 1233, 1241 
(11th Cir. 2005). 

5. “Relative Risk” Greater Than 2.0. “The threshold for concluding 
that an agent more likely than not caused a disease is 2.0. A relative risk 
of 1.0 means that the agent has no causative effect on incidence. A relative 
risk of 2.0 thus implies a 50% likelihood that the agent caused the dis-
ease. Risks greater than 2.0 permit an inference that the plaintiff’s disease 
was more likely than not caused by the agent.” Allison v. McGhan Med. 
Corp., 184 F.3d 1300, 1315 (11th Cir. 1999) (citing Federal Judicial Cen-
ter, Reference Manual on Scientific Evidence 168–69 (1994)).

6. Physical Exam Not Necessary. “[A]  physician may reach a reliable 
differential diagnosis without himself performing a physical examination, 
particularly if there are other examination results available. In fact, it is 
perfectly acceptable, in arriving at a diagnosis, for a physician to rely on 
examinations and tests performed by other medical practitioners.” Kan-
nankeril v. Terminix Int’l, Inc., 128 F.3d 802, 807 (3d Cir. 1997). 

7. Differential Diagnosis Defined. “Differential diagnosis is defined as: 
‘[t]he method by which a physician determines what disease process caused 
a patient’s symptoms. The physician considers all relevant potential causes 
of the symptoms and then eliminates alternative causes based on a physi-
cal examination, clinical tests, and a thorough case history.’” Hardyman v. 
Norfolk & W. Ry. Co., 243 F.3d 255, 260 (6th Cir. 2001) (quoting Federal 
Judicial Center, Reference Manual on Scientific Evidence 214 (1994)).

8. Differential Diagnosis Described. “A reliable differential diagnosis 
typically, though not invariably, is performed after ‘physical examinations, 
the taking of medical histories, and the review of clinical tests, including 
laboratory tests,’ and generally is accomplished by determining the possi-
ble causes for the patient’s symptoms and then eliminating each of these 
potential causes until reaching one that cannot be ruled out or determining 
which of those that cannot be excluded is the most likely.” Westberry v. 
Gislaved Gummi AB, 178 F.3d 257, 262 (4th Cir. 1999) (quoting Kannan-
keril v. Terminix Int’l, Inc., 128 F.3d 802, 807 (3d Cir. 1997)).

E.	 STANDARD	OF	CARE	OPINIONS

1. “Dr. Rosenthal’s application of her extensive, relevant experience contributed 
to the reliability of her methodology. See, e.g., Dickenson v. Cardiac & Tho-
racic Surgery of E. Tenn., 388 F.3d 976, 982 (6th Cir.2004) (holding that the 
district court abused its discretion in excluding a doctor’s standard-of-care 
testimony that was ‘supported by extensive relevant experience’).” Adams v. 
Lab. Corp. of America, 760 F.3d 1322, 1331 (11th Cir., July 29, 2014).

2. An expert’s competence under state substantive law renders the expert 
qualified to testify as to the standard of care.  See McDowell v. Brown, 392 
F.3d 1283 (11th Cir.2004)”) (“In accordance with Georgia law, we find the 
experts competent to render opinions as to the applicable standard of care 
for Wexford’s nurses.”); see also Adams v. Lab. Corp. of America, 760 F.3d 
1322, 1338 (11th Cir. July 29, 2014) (J. Garza, concurring) (“Because the 
admissibility of Dr. Rosenthal’s testimony hinges on the reliability of her 
knowledge of a cytotechnologist’s standard of care rather than the reliabili-
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ty of any ‘methodology,’ her competence renders her testimony admissible 
under McDowell v. Brown, 392 F.3d 1283 (11th Cir.2004)”).

3. “Thus, testimony on the standard of care usually concerns what other 
physicians do in similar situations, rather than whether the defendant–
physician’s diagnosis and treatment are based on good medical science 
(although customary physician practice and good medical science will 
generally coincide). As a result, the admissibility of expert opinion on the 
standard of care is decided according to whether the witness is qualified to 
opine on the same field as the malpractice defendant.” Mary Sue Henifin et 
al., Reference Guide on Medical Testimony, in Reference Manual of Scien-
tific Evidence, 446 (Federal Judicial Center, 2d ed. 2000). NOTE: The third 
edition of the Reference Manual on Scientific Evidence was published in 
2011, but is completely silent on standard of care.

F.	 ECONOMISTS

1. Magelky v. BNSF Ry. Co., 579 F.Supp.2d 1299, 1308 (D.N.D. 2008) 
(Economist’s calculations based upon “peer group” analysis were reliable 
and sufficient to support testimony as to future wage loss.). 

2. Pooshs v. Phillip Morris USA, Inc., 287 F.R.D. 543, 549 (N.D.CA. 2012) 
(Weaknesses in economist’s testimony—such as only having an under-
graduate degree in economics, spending most of his career as a litiga-
tion-based damages expert, and basing opinions on unreliable assump-
tions—could be brought out on cross examination and did not provide a 
basis for exclusion.).  

G.	 ACCIDENT	RECONSTRUCTION

1. North v. Ford Motor, Co., 505 F.Supp.2d 1113, 1118 (D. Utah 2007) 
(allowing accident reconstruction expert to testify and use a PC Crash 
simulation when opinions were based on accident scene photos and mea-
surements taken by Highway Patrol, even though expert never inspected 
the accident vehicle).

6.	 Relevancy—Fit
1. “The party offering the expert testimony has the burden of demonstrating 

that the testimony is ‘relevant to the task at hand’ and ‘logically advances a 
material aspect’ of its case. The ‘basic standard of relevance ... is a liberal 
one,’ but if an expert opinion does not have a ‘valid scientific connection to 
the pertinent inquiry’ it should be excluded because there is no ‘fit.’ Boca 
Raton Community Hosp., Inc. v. Tenet Health Care Corp., 582 F.3d 1227, 
1232 (11th Cir. 2009) (citations omitted).

2. “The fit requirement directs the Court to look beyond the qualifications 
of a witness in the abstract, and focus on whether those qualifications 
provide a foundation for a witness to answer a specific question.” Johnson 
v. Manitowoc Boom Trucks, Inc., 406 F. Supp.2d 852, 859 (M.D. Tenn. 
2005), aff’d by 484 F.3d 426 (6th Cir. 2007).

3. Animal studies don’t fit. “Plaintiffs’ experts admitted that with respect to 
animal studies generally, what happens in an animal would not necessarily 
happen in a human being. Accordingly, it is necessary for plaintiffs to offer 
some rationale for the suggestion that the vascular structures of humans and 
animals are sufficiently similar in this context to conclude that bromocrip-
tine’s effects on animals may be extrapolated to humans. Plaintiffs have not 
done so… . As the Supreme Court held in Joiner, scientific evidence must ‘fit’ 
the plaintiff’s theory of causation. In this case, neither the chemical compound 
evidence nor the animal study evidence ‘fits’ as evidence relevant to the cause 
of plaintiffs’ injuries.” Rider v. Sandoz Pharmaceuticals Corp., 295 F.3d 1194, 
1202 (11th Cir. 2002). 

7.	 Defeating	Daubert	Challenges
A.	 PRACTICE	TIPS

1. Reference Manual on Scientific Evidence. The Third Edition of the 
Reference Manual on Scientific Evidence is an invaluable resource and is 
relied on by the judiciary. Plus it’s free. Just Google it, download it, and use it.

2. Utilize Expert Reports. Even if there is no requirement under state law 
for your expert to create an expert report, you may want to have your expert 
do so anyway. It will help the judge understand the expert’s opinions much 
better than a deposition transcript. 

3. Stipulate to Confidentiality of Draft Reports. While drafts of expert 
reports are not discoverable in federal court, they are completely discover-
able in many state courts. You may be able to stipulate with defense coun-
sel at the beginning of a case that all draft reports and communications 
regarding expert reports will not be discoverable. Confidentiality of draft re-
ports is important because most experts do not know how to write a report 
that will meet all the Daubert requirements. They will need your guidance.

4. Supplementing the Deposition. You can supplement your expert’s 
opinion with an affidavit from the expert. But, make sure that the affidavit 
only clarifies and does not contradict the deposition testimony. Also, you 
can request a Daubert hearing for your own expert, offering the judge the 
opportunity to speak directly to your expert.

5. Motion to Admit Expert Testimony. You can file what in essence is a 
preemptive Daubert motion—a motion to admit the testimony of your expert. 
You have the burden of proof so you can make an affirmative showing to the 
court whenever you feel ready to do so instead of waiting for the opposing 
party to file one at the last minute. This also provides you with an opportunity 
to file a reply brief after the opposing party has responded to your motion. 

B.	 OUTLINE	FOR	EXPERT	REPORTS

1. Summary/Roadmap of opinions.

2. Elaborate on the expert’s qualifications and work/experience/research in-
dependent of litigation. 

3. List case specific materials provided to and reviewed by the expert so the 
judge knows the opinions are based upon “sufficient facts and data.” Be 
specific and thorough. Also list any other materials/sources/publications 
relied on or referenced by the expert. 

4. Provide background information on the case—and on the science in-
volved in the case. Educate the judge.

5. Step by step narrative of the work and analyses the expert performed in the 
case. The judge should be able to follow the expert’s thought process—
from first being contacted through forming a final opinion.  In other words, 
an expert must “show her work.” Include pictures, illustrations, graphs, 
charts, etc., wherever possible. 

6. Discuss how potential alternative causes were identified. Discuss the con-
sideration and rejection of alternative causes.

7. Citations to (and discussion of) publications and authority that support the 
opinions.

8. Explanation of how the method used to reach the opinions in the case would 
have been acceptable in the relevant professional field and how profession-
als in the field would have relied upon the opinions reached in this manner.

9. Concise statement of each and every opinion—and sub-opinions, if 
any—using appropriate language as necessary (e.g., “more likely than 
not,” “reasonable certainty,” etc.).

10. Attach the expert’s CV, bills for the case, and history of testimony as exhib-
its to the report.
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