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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF UTAHCENTRAL DIVISION

BUZZIE SMITH, individually and on behalf
of the Heirs and Estate of Charles A. Smithy MEMORANDUM DECISION

Deceased, AND ORDER GRANTING
TERUMO CARDIOVASCULAR’S
Plaintiff, [152] MOTION TO EXCLUDE
V. ALFRED STAMMERS

TERUMO CARDIOVASCULAR SYSTEMS| Case No. 2:12v-00998DN
CORPORATION; IHC HEALTH
SERVICES, INC.; INTERMOUNTAIN District Judge David Nuffer
MEDICAL CENTER; INTERMOUNTAIN
HEALTH CARE, INC.,

Defendants.

The decedent Charles A. SmitiMf. Smith’), represented in this litigation by Buzzie
Smith ¢ Mrs. SmitH), underwent surgery on his heart in September 2010. There were problems
during the surgery. Eleven months later, Mr. Smith passed away. Mrs. Smith brsngstion
against the hospital and a manufacturer of a device used during the $ufgesstablish certain
elements of hegproduct liability claimsagainst the device manufactyrbtrs. Smith offers
Alfred Stammers (“Mr. Stammers”) expertnion and testimony. Defendant Terumo
(“Terumo”) moves (Motion”) to excludeMr. Stammers’@pinion and testimonyMrs. Smith

opposes the Motion (“Opposition® Terumo repliesn support of the Motioft As set forth

L Amended Complaintlocket no. 17filed October 7, 2013.

2Terumo Cardiovascular Systems Corporation’s Motion to Excilfiled Stammerg“Motion”), docket no. 152
filed May 12, 2017.

3 Plaintiff's Opposition to Terumo Cardiovascular System Corporatiomsdyl to ExcludeAlfred Stammers
(“Oppositiori), docket no 171, filed June 2, 2017.

4 Reply Memorandum in Support of Terumo Cardiovascular Systems i@tigpos Motion to Excludélfred
Stammerg“Reply”), docket no. 192filed June 20, 2017.
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below, Mr. Stammers is not qualified to offer an opinion on an alleged defect in the dexce us
during the surgery and the methodology he usésroulate thabpinion isnot reliable The

Motion is GRANTED.
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On September 13, 2010, Mr. Smith underwent heart vapplacement surgery
(“September 2010 surgery® As part of the surgery, a Terumo Advanced Perfusion System 1
heart/lung bypass machi&ystem 1”)was used.The System Iwas to provide for the
circulation of blood and oxygen through Mr. Smith’s bodyle/Burgery was being performed
on his heart valvé At some point, th&ystem Istopped working for 10-11 minutésHeven
months later, on August 6, 2011, Mr. Smith passed away from a myocardial infaiaion, (

heart attack}®

5 As specified in the other decisions regarding motions to limit and dxatuthis casehe undisputed material
facts will be determined in the rulings on the motions for summalgnent. The facts described below are
provided only for context and are taken as alleged in the Complaint.

6 Complaint q 11.
71d. 7112.
81d. 713.

91d. 19 15-17; althoughthe Complaint fails to specify how many minutes the bypass machis@et working, the
parties seem to agree on between 10 and 11 miiggeislotion at 4.

0]d.



Mrs. Smith hired AlfredStammers, a license@jgusionist, to offer opinions regarding
the perfusion care provided to Mr. Smith during the September 2010 surgery. Included in Mr.
Stammers’opinions is the following:

The cardiopulmonary bypass machine manufacturer (Terumod®asdular

Systems Corporation, from Japan with its main United States office in Ann Arbor,
MI) provided its users with Air Bubble Detection Systd@BD] ** which created
safety issues for patients, and which could have caused problems with allowing
the operators of this Advanced Perfusion System 1 to establish forward arteria
flow after the ABD detected an event. Safety alerts were issued by Terumo
Cardiovascular for the Advanced Perfusion System 1 machine noting that
inadvertent shut down of the cardiopwinary bypass machine could occur

related to issues concerning the Air Bubble Detection System, which resulted i
an Urgent Medical Device Recall that occurred on June 18, 2012 (after the Smith
surgery). [See also the Urgent Field Safety Notice FSN109 2011-03.] Absent
evidence that Terumo had modified its ABD, then these problems existed at the
time of the Smith surgery [and the recall states that “prior corrective actions o
the sensor (from 2007 and 2010) did not fully eliminate the possibility for
malfunction”]*2. Upon review of the Advanced Perfusion System 1 Report Log
from the Smith surgery, it is evident that the centrifugal pump went into the
‘Coast’ mode as a response to an guassurization alarm that occurr&d.

“As evidenced by the safety aleatsd recall noticesaccording to Mr. Stammers, this
issue with the Air Bubble Detection system is a defective condition and “could tarsle
cardiopulmonary bypass machine unreasonably dangerous in its operation . . . and dangerous to
the safety of pagnts, and could cause the injuries to a patient, including Charles Smith, due by
an inadequate forward flow during perfusidfi.Because “no evidence has been presented that
this Terumo Advanced Perfusion System 1 machine used in the [September 2010 surgery],
which was sold by Terumo and installed by Terumo at Intermountain Medicak Ge2697,

was altered by Intermountain Medical Cerit®lr. Stammers ultimately concludes tli#tis

1 This bracketed text is supplied in this order.
2This bracketed text and the brackets are in Stammers’s report.

13 plaintiff's Rule 26(a)(2)(B) Retained Expert Digsure Statement, Exhibit 1, Report of Opinions Rendered by
Alfred H. Stammers (“Stammers Report”) atdécket m. 1431, filed February 8, 2017.

14|d. at.5.
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defective condition was present when this cardiopulmonary bypass machinadvag Serumo
to [Intermountain Medical Center}?

DISCUSSION

Terumo does not dispute that Mr. Stammers is qualified to opine on the standard of care
applicable to perfusionists and facilities where perfusion services areaif However,
Terumo arguethat Mr. Stammets opinions andestimony regarding thegresence of an alleged
defect in the Syste 1 should be excluded for two reasons. First, Terumo arguebahar.
Stammers is not qualified to “testify about a potential defect in the System 1 that maay(or
not) have exhibited itself during the [September 2010 surgery]” because he “has menerpa
product design, development, or manufactdreXhd second, Terumargues that because “Mr.
Stammers has engaged in nothing more than a review of Terumo safety noticgsosittbde
testimony to conclude it is possible the System 1 malfunctioned[,]” Mr. Stasrirasmot
“engage[d] in any analysis, let alone a rdiga#nalysis to conclude that it was possible that the
System 1 malfunctioned-?

Federal Rule of Evidence 7@8tablisheshe standard for the admissibility of expert
testimony.

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 btdac

understand the evidence or to determine a fact in issue; (b) the testimosgds ba

on sufficient facts or data; (c) the testimony is the product of reliable jplesci

and methods; and (d) the expert has reliably applied the principles and methods to
the facts of the cas@é.

15|d.

16 Motion at 4.

171d. at 2.

181d. at 13.

19Fed. R. Evid. 702
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“Under the Rules the trial judge must ensure that adyadlrscientific testimony or
evidence admitted is not only relevant, but reliaBfeThe inquiry of scientific reliability is
flexible and focuseen principles and methodology The Supreme Court has offered several
norexhaustive factors that a court ntajyy on for determining reliability such as, whether the
testimony can be tested, has been peer reviewed, has a known or potentiarrate afid has
attracted acceptance in the relevant scientific commdhity.

District courts serve as the gatekeepers of expert evidence, and must thetee d
which experts may testify and present evidence before thé3j@yurts are given “broad
latitude” in deciding “how to determine reliability” and in making the “ultimate reliability
determination.2 The Fedeall Rules of Evidence, however, generally favor the adiility of
expert testimony? Excluding expert testimony is the exception rather than the rule, and often
times the appropriate means of attacking shaky but admissible evidence if thgmrgus
cross-examination, and the presentation of contrary evidé@rigghe Federal Rules of
Evidence favor the admissibility of expert testimony, and [courts’] ®igaéekeeper is not

intended to serve as a replacement for the adversary sysStem.”

20 Daubert v. Merrell Dow Pharms., Inc509 U.S. 579, 589 (1993)
21 Seeld. at 595.

2 See Id.

B See Id.

24 Kumho Tire Co., Ltd. v. Carmichad&26 U.S. 137142 (1999) (citing General Electric Co. v. Joineb22 U.S.
135 (1997).

% SeeDaubert 509 U.S. at 588
26 SeefFed. R. Evid. 702Advisory Notes.
2TTHOIP v. Walt Disney Cp690 F. Supp. 2d 218, 230 (S.D.N.Y. 2010)
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The inquiryinto whether an expert’s testimony is reliable is not whether the expert has a
general expertise in the relevant field, but whether the expert has suffueerdlzed
knowledge to assist jurors in deciding the paittir issues before the codft.

Expat testimony is subject to Federal Rule of Evidence 403. “The court may exclude
relevant evidence if its probative value is substantially outweighed by ard#rayee or more of
the following: unfair prejudice, confusing the issues, misleading the jury, undye wakting
time, or needlessly presenting cumulative eviderge.”

In determining whether expert testimony is admissible the first step is to determine
whether the expert is qualified, and then if the expert is qualified determineantiee exprt’s
opinion is reliable by assessing the underlying reasoning and methodbdlbthe expert is
gualified and the opinion reliable, the subject of the opinion must be relevant; i.e. the opinion
must “help the trier of fact to understand the evidende determine a fact in issué™ Expert
testimony which does not relate to any issue in the case is not relevangandperhelpful.2

1. Mr. Stammers lacks the necessargualifications to opine
on an alleged defect in the Systeth

In Mr. Stammers’s opinion, the air bubble detection system on the System 1 géaerate
false alarm during the September 2010 surd&fhis false alarm, according to Mr. Stammers,

is a defective condition that renders the System 1 unreasonably danjddespite

286 Kumhqg 526 U.S. at 156

22Fed. R. Evid. 403

30 .S, v. Nacchios55 F.3d 1234, 12410th Cir. 2009).
31 Fed. R. Evid. 702emphasis added).

32 Daubert 509 U.S. 8591

33 Stammers Report at Exhibit 2, Depositionof Alfred H. Stammerg‘Stammers Deposition™at 98: 1319,
docket no. 152filed May 12, 2017.

34 Stammers Report at 5.
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acknowledgng that Mr. Stammers is an expér perfusion and possesthe requisite
knowledge taperatethe System I, Terumo argues that “expertise in proper perfusion techniques
is not sufficient to analyze the design and technical functionality of a heagsbyahine 3®
Absenttheappropriate qualificatisbased on necessary engineering or mechanical knowledge,
Terumo maintains thadlr. Stammers cannot “say, with any degree of expertise and reliability,
that the System 1 malfunctioned or was defectie.”

To qualify as an expeunder Federal Rule of Evidence 702, the expert must have “such
skill, experience or knowledge in that particular field as to make it appear thogaimisn would
rest on substantial foundation and would tend to aid the trier of fact in his search fo?truth.”
“[A]s long as an expert staysithin the reasonable confines of his subject areaa. lack of
specialization does not affect the admissibility of [the exggaitjion, but only its weight3®
“The dispositive question’s whetler the opinion that the expert offers can be considered
“within the reasonable confined [the expert’s] subject argd’

Mr. Stammers’s own admissions show thatulisnateopinion that the System 1
contained a defeds outside the reasonable confines of his expeatisa perfusiast.
Immediately following Mr. Stammers’s explanatiorhis deposition ohis current status as a
Certified Clinical Perfusionist, Mr. Stammers admits that he is not an enginéeloes not
intend to offer any sort of engineering or manufacturing opjrépacifically aso the design of

medical devices:

35 Motion at12.
36d. at 3.

37 LifeWise Master Funding v. Telebar@@4 F.3d 917 (10th Cir. 2004hternal quotation markand citation
omitted).

38 Ralston v. Smith & Nephew Richards, |i&75 F.3d 965, 970 (10th Cir. 20Qinternal citation omitted).
2d.
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Q: My understanding, Mr. Stammers, that you don’t consider yourself an
engineer?

A: That is correct.

Q: And you don’t intend to express any opinions that would be on enrgige

A: No, sir.

Q: And would that include opinions relating to design engineering as it relates to
medical devices?

A: That is correct?

The issuance of a field safety notice by Terumo is key to Mr. Stammersisrojat
alarm generated System Hs bubble detectionystem was a false alarm and therefore a
defective condition:

Q: ... Do you have any reason to believe that in the course of the Smith
procedure there was a false alarm related-tgenerated by the air bubble
detection system?

A: It could have happened, yes.

Q: And whats that based on?

A: It’s based upon the safety notice that was sent by Terumo titled Urgent
Medical Device Recalt!

However, wherMr. Stammers issked about his understanding of the contethef

Terumo field safety noticéne admits that he does not have the specialized engineering expertise

that would allow him t@ffer an opinion onwhythe issueslescribed in the notice might occur:
Q: And | gather that you don't have any engineering understanding of what
acounts for this particular issue that's described in this urgent field safetg noti
from a mechanical engineering point of view?
A: No, sir.*?
This admitted lack of mechanical engineering or design expertise erodesritiation

of his opinion regarding an alleged defect in the System 1. If Mr. Stammers cadeostand or

provide an explanation for the issue that leads him to the conclusion that the Systenmgdaontai

a defect, he cannot provide testimony that aids the jury in their role as fact.fihdevsew of

40 Stammerdeposition at 80:125.
4l1d. at 98:15-22.
42|d. at119:06-10.



Mr. Stammers’s curriculurgita®® confirms that Mr. Stammers is a welalified perfusionist.
Terumo even concedes that Mr. Stamnmeay testify to the standard care applicable to other
perfusionist<* But he is not qualified to testify @s a mtential defect in the System 1. It is
appropriate to exclude hifrom testifying on this issue.

2. Even if Mr. Stammers is qualified to opine on a defect in the System 1,
his opinion is not reliable.

Terumo contends that everMir. Stammers igjualified to opine on a potential defect in
the System 1, the process by which he arratetthat opinion is unreliable. To form his opinions,
Mr. Stammers reviewed depositions, reports, systems logs, and medical reakidg, m
“reasonable extrapolatioriserefrom” based upon his education, training, experience and
knowledge regarding perfusiddTerumoargues that Mr. Stammers’s reliarmethe
depositions of others and the failure to conduct any sort of testing cannot be cdrnsidera
reliable analsis supporting the conclusion that the System 1 suffers from a é&fect.

“[A] district court may properly exclude [expert] testimGnyhen the opinion evidence
“is connected to existing data only by fpse dixitof the expert” such that “there is simpbo
great an analytical gap between the data and the opinion offérenis analytical gap exists
when an expert report fails to include the expetiemps to test his theory, as a “key question

to be answered in determining whether a theory or teabngscientific knowledge that will

43 Plaintiff's Rule 26(a)(2)(B) Retained Expert Disclosure Statemeritioiix2, Report of Opinions Rendered by
Alfred H. Stammers (“Stammers Report”) atécket no. 142, filed Felyuary 8, 2017.

44 Motion at 2.
45 StammerdReport at 16-9.
46 Reply at4-5.

47 Heer v. Costco Wholesale Corp89 Fed.App’x 854, 861 (10th Cir. 2014yjuotingGen. Elec. Co. v. Joingb22
U.S. 136, 146 (199) BeeHeer589 Fed. App’x at 864t n. 4(“Ipse dixit’ is Latin for ‘He, himself, said it,” and is
used to identify an unsupported statement that rests solely on tbeitguihthe peson who makes it.” (citing
Black's Law Dictionarn®05 (9th ed.2009)).


https://ecf.utd.uscourts.gov/doc1/18313886380
https://www.westlaw.com/Document/I15425d665fa911e49488c8f438320c70/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_6538_861
https://www.westlaw.com/Document/Ibdcfb7519c2511d9bc61beebb95be672/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_780_146
https://www.westlaw.com/Document/Ibdcfb7519c2511d9bc61beebb95be672/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_780_146
https://www.westlaw.com/Document/I15425d665fa911e49488c8f438320c70/View/FullText.html?transitionType=Default&contextData=(sc.Default)&VR=3.0&RS=da3.0&fragmentIdentifier=co_pp_sp_6538_861

assist the trier of fact will be whether it can be (and has been) té&Bue"TenthCircuit has
held that, although testing is not always required to satisfy the reliahiléshold of Rule 702, it
is particularly mportant where the basis for the expert opinion is subject to d€bate.

Mr. Stammers’s report ards proposed testimony suffer from this sort of analytical gap
for the aforementioned reasons. His report clearly states that he fathhisitopiniondasedon
a review of the depositions, reports, system logs, and medical réetowever, mthing in his
report ordepositiontestimony indicates thaafter consulting those materials and developing a
theory that the System 1 midghtve a defechemade any attempt to test thhéory.Instead
aftertakingthe field safety notice issued by Terumto accountMr. Stammergoncludeghat
the System 1 issued a false al&'And then he makdsis ultimate conclusion that the System 1
contained a defeé His analytical leap is debatabM/ithout testing, his conclusion is only a
theory withinadequate support.

Because Mr. Stammers relies exclusively on the accounts and reports ofrathers,
than a rigorous scientifiand analyticaprocess of his own to arrive atreliableopinion, it is
unsurprising that his deposition would inclutie admissiorthat he cannot explainhy the
System 1 used in the September 2010 surgery performed in the manner that it did:

Q. But as you said, you carexplain what that alleged malfunction was or how it

occurred?

A. No, | dont believe anybody has been able to explain it in all of the due

diligence that has gone into trying to understand exactly what occurred in this
53
case?

48 Daubert 509 U.S. at 593

49 Heer, 589 F. App'x at 86iting Bitler v. A.O. Smith Corp400 F.3d 1227, 123586 (10th Cir.2004)
50 Stammers Report at-8.

51 Stammers Deposition at 98:42.

52 Stammers Report at 4.

53 Stammers Deposition afl1:2-7.
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Mr. Stammersannotoffer an experbpinion regarding an alleged product defect, when
he has nottéeempted to test his theoand cannoadequately explain the alleged defestd, in
particular how thetype of machineén question in question behaved as a result of that déteet.
analytical gap between the dailad his opinion, without supporting testimgtoo great for Mr.
Stammerss opinion to be considered reliable under Rule 702. Therefore exclusion is appropriate.

ORDER

IT IS HEREBY ORDERED that Terumo Cardiovascular Systems CorpartatMotion
to Exclude Alfred Stammet$is GRANTED.
SignedAugust7, 2017.
BY THE COURT

Dyl Mdf

District Judge Davidt Nuffer

>4 Terumo Cardiovascular Systems Corporation’s Motion to Exclude AlfirthiSers (“Motion”),docket no. 152
filed May 12, 2017.
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