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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLORADO

Civil Action No.18-cv-00512NYW
KATHLEEN LYNCH, an individual,
Plaintiff,
V.
OLYMPUS AMERICA, INC,
OLYMPUS CORPORATION OF THE AMERICAS,
OLYMPUS MEDICAL SYSTEMS CORP., and

Does 1through 20 inclusive,

Defendart.

MEMORANDUM OPINION AND ORDER

Magistrate Judge Nina Y. Wang

This case comeselore the court on fourenewedMotions to Dsmiss fled by the three
named Defendants in this actio@lmpus America, Inc. (“OlympusAmericd), Olympus
Corporation of the Americas (*OCA”), and Olympus dital S/stems Corporation (“Olympus
Medical’, collectively “Defendants) following the court’s prior grant of the initial Motions to
Dismiss in the Order dated October 30, 2018 [#48] Blaintiffs subsequent fling of a First
Amended Complaint [#49]The undersigned Magistrate Judge presides over this praisuant to
28 U.S.C. § 636(c), the Parties’ consent, dm@rderof Referencedated May 2, 2018 [#11;
#14]. In the renewedViotions to Dismiss Defendants argue for dismissal pursuanfedd. R. Civ.
P. 12(b)(6)(“the Renewed12(b)(6) Motions”), alleging that Plaintiff Kathleen Lynch (“Plaintiff”
or “Ms. Lynch”) has failed to state a claim upon whighef can be grante@#55; #56 #57,filed

December 4, 2019 On that same daylympus Medical fled aRule 12(b)(2) motion (‘the
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Renewed12(b)(2) Motion” and collectively with theRenewed12(b)(6) Mbdtions, the “Renewed
Defense Motiong, arguing thatit should be dismissedas a defendanfor want of personal
jurisdiction. [#54. Plairtiff responded to th&enewedl12(b)(6) Motions on January 2, 2019 [#69;
#70; #71]and after a period for jurisdictional discoverthe Renewedl2(b)(2) Motion on March
18, 2019[#80]; the Ddendants replied to the responses to tliRenewed12(b)(6) motionson
January 16 [#72; #73; #74] and to BRenewedl12(b)(2) argument oApril 1 [#81]. Oral argument
was heldbefore this courbn April 16, 2019.[#85]. The Renewed Defense Motions are noge
for decision For the reasons set forth in th&emorandum Opinion an@rder,the RenewedRule
12(b)(2) Motion iSDENIED, andthe Renewed12(b)(6) Motions are DENIED.
BACKGROUND

The court has already provided a comprehensive goawkd for this case in the Order
ruling on the original Defense Motions. [#48]. The coult thitrefore focus its attention for this
section to the developments following that Order. All substar#sertions of fact are taken from
the First Amended Complaint and assumed as true for purposes of this analygsdiscussion
on personal jurisdiction wil contain a separatgtesnent of facts adduced in briefing Olympus
Medical's 12(b)(2) Motionas thecourt cannot properly consider those facts in ruling on a 12(b)(6)
motion

This is a case about an allegedigfective medical device, tieJ~Q180V Duodenoscope
(“Q180V Scope’or ‘the Scope), which is manufactured, sold, andigported by Defendants for
use by medical professionals performing numerous medical procedures including, as relevant
here,an endoscopywhich isa medical procedure that involves the insertiormroéndoscope into

a patient's body for therapeutic amd/diagnostic purposesSee generallyf#49]. In this case,



Plaintiff alleges that she underwent an endoscdagyCGH Hospital (“UCH” or “the Hospital’) in
January 2016and subsequént contracted a drugesistant bacterial infection because her Doctor
used a Q180V scope that retained biological contaminates from peidhaiswere not eliminated
due to the defective design and cleaniog “reprocessing”)protocol provided with the Scope
[Id. at 1. The Scope was contaminatgatimarily due to the dective design of theScope’s
distatend capwhich sealed the elevator wirehannel from effective cleaningut did not protect
against the ingress of microscopic contaminat@d. at 1, 18,31, 38, 59, 60].The gravamen

of Plaintiffs claim is that Olympus Medical desigh the Scope with the defective end seal as
opposed to a more effective opemannel design, allowing contaminates but also easyidg,

or a fuly removable end cap, permiting easier-esel verification ofeffective reprocessing,
which rendered the device unsafdd. pt 1 35, 6Q Plaintiff allegesthat she fell il due to the
contaminated Q180V Scope used in Jamuary 2016 procedyr@ndshe fled this action on March
1, 2018. [d.].

In May 2018, he Defendants filed an intial set of Motions tcsidiss targeted athe
original Complaint, based drule 12(b)(2 andRule 12(b)(6 just as the present Renewed Motions
are. [#17; #18; #19; #20]. In the Order dated October 3084848], the court found that the
Complaint suffered from numerous fatal defciencaex dismissed it in its entirety. Specifically,
the court found the following issues: (the court lackedpersonal jurisdiction over Olympus
Medical, a Japanese corptiva, without some evidence th&@lympus Medicalintentionally

targeted Colorado for the Scopes which harmed tifflaj#48 at 16]; (2) Plaintiff's claim for a

1 The court taes judicial notice of fings wits own docket that indicates that Plaintiff undent
the ERCP procedure at UCH Hospital using the Q180V scope on J&Wapp16. [#80 at 7,
#80-2].



design defect in the Scope failed as it did not addies relevant factors under Colorado Rel

at 21]; (3) Plaintiff's cursory assertion of an unspedfiinjury contracted an indeterminate time
after her procedure was insufficient to plausibgtablish causationid.]; (4) Plaintiff's faiure to
warn claim failed because was premised oa failure to warn the patient and not the dopier
the learned intermediargoctrine, which the court found appli¢isl. at 24]; (5) Plaintiffs failure
to warn claim was conclusory and did not adequatelfodét a plausible claim that an effective
warning would have prevented her hari. pt 26]; (6)the clains for intentional and neglige nt
misrepresentation did not meet the heightened iplgsadstandards of Federal Rule of Civil
Procedure 9(b) as it did not distinguish between the Defendarderify the misrepresentations
at issue[id. at 28-32]. The court granted Plaintiff leave to fle an amendethplaint to address
these deficiencies, which she did on November 2082(0448].

The Defendants fled the Defense Motions shortly #fexe aguing that Plaintiff hanot
adequately remedied the deficiencies identified by the cotineir©ctober 30 Order. [#54; #55;
#56; #57]. Briefing on the renewed 12(b)(6) motions completed insi@ course, but the court
permitted jurisdictional discovery as to Olympus Med and therefore the briefing on that
motion only completed oApril 1, 2019. [#81]. The court held Oral Argument on April 16, 2019
on the Defense Mbtions. For the reasons stated in this Order, the cows fitha Plaintiff has
sufficiently remedied these deficiencies and therefore al Renewed Defense Motions are

DENIED.



LEGAL STANDARDS

Personal Jurisdiction under Rule 12(b)(2)

Rule 12(b)(2) of the Federal Rules of Ciil Procedalews a defendant to challenge the
court's exercise of personal jurisdiction. Fed. R. Civ. P. {2(b)Plaintiff bears the burden of
demonstrating that the court has personal jurisdicover the [@fendants. See Dudnikov v. Chalk
& Vermilion Fine Arts 514 F.3d 1063, 1069 (10th Cir. 2008). When, as here, the court decides a
Rule 12(b)(2) motion to dismiss without holding an evidentiary ifggafthe plaintiff need only
make a prima facie showingf personal jurisdiction to defeat the motionAST Sports Sci., Inc.
v. CLF Distrib. Ltd, 514 F.3d 1054, 1057 (10th Cir. 2008). “The plaintifffs] may make this prima
facie showing by demonstrating, via affidavit or otheitten materials, facts that tfue would
support jurisdiction over the defendantOMI Holdings, Inc. v. Royal Ins. Co. of Canad&9
F.3d 1086, 1091 (10th Cir. 1998). In considering this question, the court noegit aé well
pleaded facts as true and must resolve any factspltds in favor of the plaintiff. Wenz v.
Memery Crystal55 F.3d 1503, 1505 (10th Cir. 1995).

To establish jurisdiction over a neesident defendant, a plaintiff must show that the
exercise of jurisdiction is authorized under theuvant state longrm statute, and does not offend
due processWenz 55 F.3d at 1506. Because the Colorado Supreme Court has deteimained
Colorado’s longarm statute, Colo. Rev. Stat1§-1-124 (2018), is coextensive with due process
requirements,Keefe v. Kirschenbau& Kirschenbaum, P.C40 P.3d 1267, 1270 (Colo. 2002),
the inquiry is thus simplified into one basic qimst whether the exercise of personal jurisdiction
comports with the requirements of due process utiger~ourteenth Amendment to the United

States Onstitution. AST Sports514 F.3cat 1057.



However, even if this test is met, a court must sbnsider whether ‘the exercise of
personal jurisdiction over the defendant offends traditiomations of fair play and substantial
justice.” OMI Holdings 149 F.3d at 1091. In this inquiry the court considers: (1) the bupde
the defendant, (2) the forum state's interest in negolthe dispute, (3) the plaintiff interest in
receiving convenient and effective relief, (4) therstate judicial systemisterest in obtaining
the most efficient resolution of controversies, abdthe shared interest of the several states in
furthering fundamental social policiedd. at 1095.

Plaintiff does not assert general jurisdiction oRdympus Medical, nodoesit appear she
could. This analysistherefore is confined to the assertion of specific jurisdictiover Olympus
Medical. To determine whether this court may exercise spegiirisdiction over Olympus
Medical, this court looks to whether its contacté vthis forum associated with the action at hand
is suficient for it to bénaledinto court in this District “(a) whether the plaintiff has shown that
the defendant has minimum contacts with the fortetesand, if so, (b) whether the defendant has
presented a compeling case that the presence roé swher considerations would render
jurisdiction unreasonabl” Old Republic Ins. Co. v. CohtMotors, Inc, 877 F.3d 895, 904 (10th
Cir. 2017)

Il. Failure to State a Claim under Rule 12(b)(6)

Under Rule 12(b)(6) a court may dismiss a compléont “failure to state a claim upon
which relief can be granted.Fed.R. Civ. P. 12(b)(6).In deciding a motion under Rule 12(b)(6),
the court must “accept as true all lW@éaded factual allegatiohsand “view these allegations in
the light most favorable to the plaintiff."Casanova v. Ulibarfi 595 F.3d 1120, 1124 (10Cir.

2010) (quotingSmith v. United StateS61 F3d 1090, 1098 (10th Cir. 20Q9)A plaintiff may not



rely on mere labels or conclusions, “and a formulgcitation of the elements of a cause aibac
wil not do.” Bell Atl. Corp. v. Twombly550 U.S. 544, 555 (2007Rather, “a complaint must
contain sufficient factual matter, accepted as ttoiestate a claim to relief that is plausible t©n i
face.” Ashcroft v. Igbgl556 U.S. 662, 677 (200%ee also Robbins v. Oklahondd9 F.3d 1242
1247 (10th Cir. 2008) (explaining that plausibility refers “to the scoptheofallegations in a
complaint,” and that the allegations must be suficiéo nudge a plaintiff's claim(s) “across the
ine from conceivable to plausible.”).To state a clainthat is plausible on its face complaint
must ‘sufficiently alleg§] facts supporting all the elements necessary tdlisstaan entitle me nt
to relief under the legal theory proposed-brest Guardians v. Forsgred78 F.3d 1149, 1160
(10th Cir. 2007).

The court has subject matter jurisdiction otfes case becaughe parties are completely
diverse and the amount in controversy exceeds $75280.S.C8 1332(a).Therefore, the court
applies Colorado law when evaluating whether Fdntstate law claims state a claim under Rule
12(b)(6). Rancho Lobo, Ltd. v. Devarga303 F.3d 1195, 1200 (10th Cir. 2002bsent clear
guidance from the Colorado Supreme Coarfederal court exercisindiversity jurisdiction must
make arErie guess as to how that court would rulehle v. Farm Bureau Life Ins. G897 F.3d
897, 901 (10th Cir. 2005) (“Because Wyoming has not directly addrdssedsue, this court
must m&e anErie-guess as to how the Wyoming Supreme Court woukel”xul In making an
Erie guess, courts look tdecisions ofthe state court of appeals as strongly persuadiveoti
governing, authority as to how the state supremet emuld rule. Koch v.Koch Indus., InG.203
F.3d 1202, 1230 (10th Cir. 2000) (“Furthermore, this court must folow aegmetiiate state

court decision unless other authority convincesthad the state supreme court would decide



otherwise.” (formatting altered) (quotinBaitom, Inc. v. Pennwalt Corp741 F.2d 1569, 1574
(10th Cir. 1984));see also, e.gU.S. ex rel. Sun ConsiCo. v. Torix Gen. Contractors, LL.Glo.
07-CV-01355LTB-MJW, 2011 WL 841277, at *1 (D. Colddar. 8,2011).

[l Pleading Special Matters Under Rule 9(b)

When a plaintiff alleges fraudr mistake Federal Rule of Civi Procedure 9(b) requires
that the plaintiff “state with particularity theraimstances constituting fraud or mistakeThe
Rule’s purpose is to “to afford Jalefendnt fair notice” of a plaintif6 claims and the factual
grounds supporting those clajm&eorge v. Urban Settlement Sy@&33 F.3d 1242, 1255 (10th
Cir. 2016) (quotingSchwartz v. Celestial Seasonings, 1d@4 F.3d 1246, 1252 (10th Cir. 1997)),
such that the defendant is provided the “minimungrele of detail necessary to begin a competent
defens€ Fulghum v. Embarqg Corp.785 F.3d 395, 416 (10th Cir. 2015Rule 9(b) does not
require any particularity in connection with an avenmef intent knowledge or condition of mind,
rather it simply refers to only the requirement that antfkiidentify the circumstances
constituting fraudwith sufficient specificity Schwartz124 F.3d at 1252.

Put simply Rule 9(b) requires that a complaint t'derth the time, place and contents of
the false representation, the identity of the pamdking the false statements and the consequences
thereof.” Id. (quoting In re Edmonds924 F.2d 176, 180 (10th Cir. 1991)Vhen plaintiff brings
a claim against multiple defendants, Rule @blges a plaintiff to specify the manner in which
each defendant participatedBrooks v. Bank of Boulde891 F. Supp. 1469, 1477 (D. Colo. 1995);
see alsd.illard v. Stockton267 FSupp. 2d 1081, 1094 (D. Kan. 2003) (‘W]here fraud is alleged
against muliple defendants, blanket allegationsfraafd couched in language such as ‘by the

defendants’ are insufficient. Instead, the spscifiof the alleged fraudulent activity of each



deendant must be set forth.”).

Rule 9(b) clearly applies to intentional misrepréadon and fraud, but the lasunsettled
on whether it applies to a claim of negligent misespntation. CompareConrad v. The Educ.
Res. Inst. 652 F. Supp. 2d 1172, 1183 (D. Colo. 2009) (“Thus, a claim for negligent
misrepresentation should not be governed by the pleading rstasetaforth in Rule 9(b).”and
Denver Health & Hosp. Auth. v. Beverage Distributors Co., L843 F. Supp. 2d 1171, 1177 (D.
Colo. 2012) (Rule 9(b) does not apply to the negligent misrepresentatiom blafore me. The
crux of the claim. . . .rings not of fraud but negligence. Jyith Gunningham v. Standard Fire Ins.
Co. No. 07cv-02538REB-KLM, 2008 WL 4377451, at *2 (D. Colo. 2008) bnclude that the
particularity requirement is applicable to the neglgenisrepresentation claim. In this context,
negligence is a type of mistake and Rule 9(b) aoscallegations of fraud or mistake.”)n the
October 30 Order dismissing Plaintiffgriginal Complaint, the court found that Rule 9(b) applied
to the negligent misrepresentation claim becausevas ‘rife with alegations of willful
misconduct.” [#48 at 13].In the First Amended ComplajntPlaintiffs claim of negligent
misrepresentatin again containgllegations of wilful misconduct, [#49 at 198-126], andnow
Plaintiff concedeghe applicability of Rule 9(b)[#70 at 4].

ANALYSIS

As noted above, the court identified six substantileficiencies in the original Complaint.
Plaintiff's First Amended Complainbrings the same claims and seeks to address thesg, and
the Renewed Defense Motions are premised on tren@efits’ argments thathe First Amended
Complaint has not adequately remedied the deficiencies. Gheroverlap, the court wil proceed

in an abbreviated fashion, analyziby deficiency as opposed by claim in determiningwhether



the First Amended Complainhas cured the deficiencies noted above before considexmg
secondary issues raised i thleadings or at oral argumenf federal court “generally may not
rule on the merits of a case without first detemmgnithat it has jurisdiction over the categardy
claim in suit (subjeematter jurisdiction) and the parties (personal jwigmh).” Sinochem Int’l
Co. v. Malaysia Int’l Shipping Corp549 U.S. 422, 431 (2007). Therefore, this court will
begin by analyzinghe exercise gbersonal jurisdictionover Olympus Medical
l. Does the Court Have a Basis to Assert Personal Jurisdiction ov®tympus Medical?

A. Supplemental & Relevant Facts

Plaintiff, afforded jurisdictional discovery, has submited amtwiti facts in Response to
Olympus Medicals Rule 12(b)(2) Motion. [#80Rlaintiff presentshe following factsto support
its argument of specific personal jurisdiction asGlympus Medial drawn from both the
operative Amended Complaint and additonal facts adduced thiisighvery

Olympus Medical maintains contact and businesstiareda with UCH Hospital Doctor
Steven EdmundowiczM.D., where is utlized as an evaluator of Olympus didal's prototype
devices. [#49 at § 17].Relevant hereDr. Edmundowicz evaluated a prototype Q180V Scope for
Olympus Medical in 200%efore the introduction of the Scope to thé&. market in 2010and
again laterin 2013([id.], one year after UCH Hospttal purchased the Scopanm 2012#80-12],
and approximatelythree years before Plaintiffs procedure in Januard62@(#49at{ 36]. Dr. Raj
Shah, Plaintiff's treating physicianwho performed her ERCP on January 20, 206, hasties

with Olympus Medical. [#80 at 7]. Specifically, n 2009, Dr. Shah traveled to Tokyo, Japan on

2 There is no dispute that this coantly exercisepersonal jurisdiction ovebefendants Olympus
America and CCA.



Olympus Medical's invitation several months priotthe release of the Q180V Scope to the United
States market to give feedback to Olympdsdicals R&D teamat the “Olympus Endoscopy New
Milennium Progrant [Id.; #80-4]. The Minutes from the 2009 trip indicate that Bhah was
participating in his capacityas an Associate Professor of Medicine at the Uniyexsf Colorado
[Id.]. Dr. Shah touredthe Olympus Medicaimanufacturing plastin Aomori and Aizu with
members of its marketing departmeatdheard a presentation from Mr. Kitarg@resumably an
Olympus Medical employeeon the TIJF180V.2 [#80+4 at 3-4, 5]. Dr. Shah provided comments
on the future scopes exhibited at the presentatimimade commentgraising Olympus Medical.
[Id. at 4,6, 7, 10-11].

Olympus Medicas employees also travelled to Colorado to build their relationstipis
Dr. Shah and UCH Hospital. In 2010lympus Medical “Senior Supervisor” for the “Americas
Group” Koya Tsubaki, travelled to Denver for a meeting with Dr. Shah anberst at the
University of Colorado. #80 at 7; #8(]. The stated aim of the trip was to “enhance dibetors’
loyalty to Olympus [Medical]” and to boost sales of existimppe lines which by that time
included the Q180V Scop€|ld. at 5]. Mr. Tsubaki visited agaimiFebruary2011 toattend the
“16th Rocky Mountain Interventional Endoscopy Counsére many Olympus Medical products
were displayed and demonstrated#80 at 7;#80-6 #80-7]. After the trip, Mr. Tsubaki and
Olympus Medical Product Managé&lharles Lawm were effusive in their mutual praise for the
success of the trip and the sales dividends it would proJ#&0-6at 5-6]. In June2012, UCH

Hospital purchased Q180V Scopes. [#80-12].

3 The Minutes omitthe “Q” from the Scope name, but this appears t@née a typo or an earlier
designation for the Scope at issue.



B. Parties’ Arguments

Relevant here, Plaintiffs original assertion personal jurisdiction over Olympus Medical
was predicated on a nationwide marketing plan dwed dompany’s shipment of Scopes to a
warehouse/distribution point in Pamgivania, which the court founsufficient aghese contacts
were not tethered torly Coloradespecific nexus. Ifl. at 16]. Plaintiff now setforth additional
factual allegations regarding Olympus Medicasgents’ travel to Colorado and marketing to
Colorado doctors.Olympus Medical maintains Plaintiffs showing remainsufficient because
(1) Dr. Edmundowicz’'s 2009 and 20l18valuation of Q180V prototypesis not alleged to be
connected to Plaintiffs procedure which occurredrgdater [#54 at 9]; (B laintiff has faled to
prove that Olymps Medical ever had more than a genemahreness that its Scopes were sold in
Colorado [#81 at-23]; (3) Dr. Shah's trip to Japan is unrelated to Olympus M#slitargeting of
Colorado, citing Walden v. Fiore 571 U.S. 277 (2014)d. at 4]; (4) the twobrief visits by
Olympus Medical Employe Koya Tsubaki are not related to the conduct faynihe basis for this
Itigation as “both visits appear to be unrelated to any partizaldr effort to sell the Q180V Scope
to UCH or anyone else in Coloradojti.[at 5] and finally (6) notions of fair play and substantial
justice weigh against the exercise of jurisdictionthis caseidl. at 7]1* In doing so,Olympus
Medical relies heavily oranother court's decision on the same mat@guashie v. Olympus Am.,
Inc., 315 F. Supp. 3d 1329 (N.D. Ga. 2018), which found no personal jurisdictionOwepus

Medical.

4Some of Olympus Medical's original arguments hagerbeffectively mooted by the subsequent
jurisdictional discovery and alegations made innEffis Response. Those arguments which
have been substantively mooted and are not reassertee Reply ar@otaddressediere.



C. Legal Standard

Because Colorado’s lorgym statute is coextensive to that of the Due Re¢Hause of
the Fourteenth Amendmentthis court’'s analysiscollapses into a single inquiryvhether the
exercise of personal jurisdiction comports with duecpss Nat'l Bus. Brokers, Ltd. v. Jim
Williamson Prods., In¢ 16 F. Appk 959, 962 (10th Cir. 2001)'he Due Process Clause operates
to lmit the power ofa State to assert persopaisdiction over a nomesident defendant.
Helicopteros Nacionales de Colombia, S.A. v. H&l6 U.S. 408, 41314 (1984). Due Process
protects an individual's liberty interest in not lgeisubject to the binding judgments a forum
with which he has established no meaningful contaets, or relations. Burger King Corp. v.
Rudzewicz471 U.S. 462, 47172 (1985). The standard for determining whether an exercise of
jurisdiction over the interests of persons is &test with the Due Process Clause is the minimum
contacts standard set forthlimernational Shoe Co. v. Washingt@26 U.S. 310 (1945)Shaffer
v. Heitner 433 U.S. 186, 207 (1977)nternational Shoeequires that a defendant “have certain
minimum contac with it such that the maintenance of the suitsdu# offend traditonal notions
of fair play and substantial justice.lnt’l Shog 326 U.S. at 316.

D. Minimum Contacts

In the exercise of specific personal jurisdiction, tm@mimum contacts requireme nt
encompasses two distinct requirements: (1) the dafénmust have purposefully directed its
activities at residents of the forum state, and (2) that theifflinbjuries must arise out of the
defendant's foruanelated activities. Old Republic 877 F3d at 895. The purposeful direction
requirement ensures that a defendant wil not bedh@to a jurisdiction solely as a result of

random, fortuitous, or attenuated contamtof the unilateral activity of another party othard



person. Burger King 471 U.S. at 475 (quotation marks and citations omittBdjjnikov v. Chalk
& Vermilion Fine Arts, Inc. 514 F.3d 1063, 1d7(10th Cir. 2008) Whie not necessarily
disposttive, forum-specific solicitation of business relationships and regular correfgpoa with
forum residents is strong evidence of purposeful directicBee Pro Axess, Inc. v. Orlux
Distribution, Inc, 428 F.3d 1270, 12#78 (10th Cir. 2005). In general, when considering a
foreign defendant's contractual obligations, “partiekoweachout beyond one state and create
continuing relationships and obligations with citigeof another state are subject to regulation and
sanctions in the other State for the consequentdiseio activities.” 1d. at 1277 (citing Burger
King, 471 U.S. at 473).

In the October 30 Order, the court surveyed the ledekindscape in thenited States
Court of Appeals for th&enth Circuit (“Tenth Circuit”) regardingthe appropriate test to apply for
minimum contacts when jurisdiction arises fgcing an item into the “stream of commefce
[#48 at 49]. In 2008, the Tenth Circuit decidedudnikoy, which addressed the ‘welter of
confusion” overthe applicable framework for analyzinghether a plaintiff's injuries arise out of
a defendant's caact with the forum when considering the exercise mdcéic personal
jurisdiction.  TheDudnikovcourt rejected one testhe substantial connection tiebut did not
afirmatively select between the remaining tests,dutfor test and the proximate gse test See
id. at 1078 ([W]e agree. .that the ‘substantial connectiontest inappropriately blurs the
distinction between specific and general personatdijctiod.]”); see alsoid. at 1079 (“As
between the remaining bfdr and proximate caudam tests, we have no need to pick sides
today.”).

The proximate cause test “look[s] to whether thétifla has established cause in fact (i.e.,



the injury would not have occurred ‘but for’ the defertdaforumstate activity) and legal cause
(.e., he defendant's 4state conduct gave birth to the cause of actiolass Sch. of Law at
Andover, Inc. v. Am. Bar Ass'i42 F.3d 26, 35 (1st Cir. 1998) (cited as the representative
proximate cause test ibudnikoy 514 F.3d at 1078By contrastthe butfor test inquires whether,
but for defendant’'s contacts with the forum, plaintffould have suffered the injury at issue.
Mattel, Inc. v. Greiner & Hausser GmbR54 F.3d 857, 864 (9th Cir. 2003) (cited as the
representative bdor test in Dudnikoy 514 F.3d at 1078)The Tenth Circuit has characterized
the proximate cause test as the more demandinige divo. Dudnikoy, 514 F.3d at 1078 (“Under
the former approach, any event in the causal chaglinggao the plaintiffs injury is sufficie ntly
related to the claim to support the exercise ofipgurisdiction. The latter approach, by contrast,
is considerably more restrictive and calls for towo examines whether any of the defendant’s
contacts with the forum are relevant to the meritshefplaintiffs claim.” (formatting altered,
guotations omitted));see alsoNewsome v. Gallachef722 F.3d 1257, 1270 (10th Cir. 2013)
(referring to “the more restrictive proximate causst’); Bartile Roofs 618 F.3d at 1161
(“Proximate cause is the ntoestrictive approach and requires courts to amatyhether any of
the defendant's contacts with the forum are reievianthe merits of the plaintiffs claim.”
(quotation omitted)). The Tenth Circuit has repeatedigclined to definitively adopt one tfe
two testsoutside of the contract contexbeeNewsomgr722 F.3d at 1270We have so far refused
to choose one test over the other, and we stil neegdick between the two to resolve this case.”);
Employers Mut. Cas. Co. v. Bartile Radfx., 618 F.3d 1153, 1161 (10th Cir. 2010) (“We also
need not elect in this case between the proxicatse and bibr-causation approaches.’lg. at

n.7 (“In contract actions, we have consistently applthe morgestrictive proximatecause



approach).

District courtsin the Teth Circuit have repeatedly mamt this ambiguity,but what is clear
is that, however formulated, the test as appled inTiémeth Circuit requires some purposeful
availment of the target forum, something greater thare rawareness that the device was sold in
the forum. [#48 at 8 n.5 (citihg casesge also Old Republic Insurand®/7 F.3d at 903 (Due
process requires.. that the defendantptrposefullyestablished minimum contacts within the
forum State.” (emphasis added) ifgt Burger King Corp. v. Rudzewicza71 U.S. 462, 476
(1985)). The matter remains unresolvedthout binding precedent to guide the selection between
the two available testsCagle v. Rexon Indus. CorNo. CIV-18-1209R, 2019 WL 1960360, at
*5 (W.D. Okla. May 2, 2019)Salt Lake City Corp. v. Sekisui SPR Americas, L@ 2017¢ev-
01095JINP-BCW, 2018 WL 4688356at *6 (D. Utah Sept. 28, 2018]Jypically, courts have
refrained from selecting between the tests becausetésis come to the same conolos See,
e.g, Forte Supply, LLC v. Mojo Frozen Yogurt, LL8o. 13CV-00797RM-BNB, 2013 WL
5477165, at *4 (D. Colo. Sept. 30, 2013).

In this case, the essential issue is not whetheenDaft has contacts with the forum as
Plaintiff hasshownseveralcontacts with ColoradoRather, thepertinent questionis whetherthose
contacts are adequately related to the claims at isgoetherPlaintiffs injuries arose from those
contacts. @ntacts in the same industry are not relevant e@#isertion of gpsonal jurisdiction in
this case unless the contacts and Plaintiffs harmesh&ausal nexusRV Horizons, Inc. v. Smith
No. 1:18CV-02780NYW, 2019 WL 1077366, at *9 (D. Colo. Mar. 7, 2019) (“The assertion of
specific personal jurisdiction must be based on andeit's particular contacts with the forum

that form the basis for the litigation; unrelated cotstahat unasidably happen to be in the same



industry are simply not relevant.”).

1. Does theSelection of the Proximate Causer But-For Test Affect the
Outcome?

Unlke other cases, the selection of the proximatasear bufor test affects the court’s
determinatio with respect to personal jurisdiction. Accordimgthis court analyzes the facts
separately to provide a clear record.

A. Proximate Cause

The proximate aase test is demandingnd inquires whether “any of the defendant’s
contacts with the forum are eghnt to the merits of the plainti§ claim.” Bartile Roofs618 F.3d
at 1161.For example, théartile Roofscourt cited O’'Connor v. Sandy Lane Hotel €496 F.3d
312, 318 (3d Cir. 2007) in rectting this test. @iConnor, the Third Circuit held that a
Pennsylvania court had specific personal jurisaiittbvera Barbadosased hotel when it mailed
fiyers to plaintiffs after anintial stay, anddtted phone calls with them for the purpose of fogni
an agreement to rendepa services.” Id. at 31718. Importantly, the court rejected several
contacts asgrelevant orinsufficient under this test. Specifically, theudonoted that “contacts
with a state’s cttizens that take place outside sthée are not purposeful cacts with the state
itseff.” 1d. at 317;see also id(“A Phiadelphia vendor may sell a lot of cheesdste® German
tourists, but that does not mean he has purposeduiiyled himself of the privilege of conducting
activities within Germany.”). In Harlow v. Children’s Hosp.432 F.3d 50, 61 (1st Cir. 2005), the
court cautioned that “[tlhe relatedness requiremsmot an open door; it is closely read, and it
requires a showing of a material connection. [T]he defendant’s istate conduct must fm an
important, or at leasiaterial, element of prodh the plaintiffs case.” (quotations omited,

formatting altered). The proximate cause test is just what it sounds—ixerequirement that



defendant's contacts with the forum are the praemeaus of the resulting harmn this case,
Plaintiff's injury caused byhe faulty endcap design andeprocessing protocol attached to the
Q180V Scope.

In reviewing the recordhis court concludedlaintiff falls short of the mark to establish
specific personal jurisdiction over Olympus Mediogthen the proximate cause test is applied.
First, the court finds that Dr. Shah's travels to Jagramsufficient under theO’Connorstandard
becauseoutof-state contacts cannot, in the usual course, constitiigty directed at the forum.
O’Connor, 496 F.3d at 31&ee alsdNalden v. Fiore571 U.S. 277, 285 (2014) (*[The] ‘minimum
contacts’ analysis looks to the defendant's costadh the forum State itself, not the defendant’s
contacts with persons who reside there.3econd, Mr. Tsubakis two visits to Colorado and Dr.
Edmundowicz’s 2009 and 20138 state evaluation of Q180V prototypearealso too attenuated
pursuant toHarlow. Plaintiff fails to provide enough evidence to tiee thawed design and
reprocessing protocol at issue in this case witgmPit Medicals contacts with Colorado. There
is no indication thathe 2009 prototype evaluatioincluded the same design challethgeerein, or
that any reprocessing protocols were even evaludtedr. Edmundowicz. The court is left to
conclude that Dr. Edmundowicz's services do natieeto the design of ttepecific Scopeat issue,
the Q180V,and are insufficient to establish groate cause foPlaintiffs harm. Accordingly,
the court finds that Ms. Lynch's harms do not aase of the specified contacts between Olympus
Medical and Coloradander the proximate cause test

2. But-For Causation
The butfor test is significantlyless demanding. Under this test, “any event inctigsal

chain leading to the plaintif§’ injury is sufficiently related to the claim topport the exercise of



specific jurisdiction.” Dudnikoy, 514 F.3d at 107&ee alsdNewsomgr22 F.3d at 126PBatrtile
Roofs 618F.3d at 1161All three of these cases cite, if at all, NinthdQir precedenni recounting
the butfor test. These cases hold that the bfar test is satisfied when defendant's contactd wit
the forum are aecessarevent in the causal chain leading to the injuattel, Inc. v. Greiner
& Hausser GmbIH354 F.3d 857, 864 (9th Cir. 2003) (“The question can be formulated as this:
But for [defendant's] contacts with California, woullaintiffs] claims against [defetant] have
arisen?”); Harris Rutsky & Co. Ins. Servs. v. Bell & Clements L3@8 F.3d 1122, 1132 (9th Cir.
2003) (“But for [defendant’s] conduct, this injury would not haveuoecl.”). The less restrictive
butfor standard permits the court to focust mm the issue of whether Olympus Medical's
Colorado contacts wengroximately related to thechallengeddesign of the scope, but rather on
the issue of whetheOlympus Medicals actions directed at Colorado weretlie purposes of
developing and promotin the useQ180Vby physicians and patients in Colorad@80-12].
Defendants point the court @uashie 315 F. Supp. 3d at 133Wherethe court found that
plaintiff's allegations were “insufficient to shoa/sufficient nexus betwed®lympus America’s]
contacts and the ltigatn” to support their argument that penal jurisdiction is lacking. With
due respect to the comprehensive and-rmeaboned opinion iQuashiegthe court finds the present
case distinguishable. ThHuashiecourt frst found Plaintiff had satisfied Georgia’s leagm
statute by committing an injury that occurred in Gegry placing a product into the stream of
commerce with the expectation that consequencedd waoaur in Georgia, and that the defendants
had derivedsubstantial revenue from Georgia. 315 F. Supp. 3d at 18Bfke Colorado’s,
Georgia’'s longarm statute is not coextensive with due processirezoents under the United

States Constitution. Id. at 1334 (“Jurisdiction under the Georgia lagn statuteis not



coextensive with procedural dymocess.” (quotations omitted)) Therefore, theQuashiecourt
went on to consider whether the exercise of pelsjornadiction would offend the Due Process
Clause and concluded that the plaintiff failed llega ficts to support the conclusion that Olympus
Medical “expected or should have expected their txtisave consequences within the [forum
state].” Id. at 1339.

Unlke Quashie where there were only generalized allegations ofacorwith the forum
state éading that court to posit, ‘[wlhich acts?” and “‘{wjhadnsequences,id., jurisdictional
discovery adequately answered those questionsisnctmse. Plaintiffhas demonstrated that
Olympus America purposefully directed its actvitiedated to the Q180Scope at Colorado.

Which Acts? First, Plaintiff avers that Olympus Medical maintained ati@ship with
Dr. Steven Edmundowicbf UCH, who evaluated prototype endoscopes including a prototype of
the TIFQ180V in 2009 and again in late 2013. [#49 at § 17]. Even without Dr. Edmumewi
participation? Olympus Medsal physically sent its representative into the forunsdiicit business
and sent scopes for prototype testing as wel01Q Compare [#8&4] withid. at 133435 (only
alleging that the device was sold in Georgia). Mub&ki alsotraveled from Japan to Colorado
to work in conjuncn with his American coleagueto buid loyalty and increase sales of
Olympus Medical's endoscopy scopes in Colorado.thét end, Mr. Tsubaki attended the Rocky
Mountain Interventional Endoscopy Courge2011 asked to meet with Dr. Shah and other MDs

at the University of Colorado; and planned to observe a cdsdiscuss it with Dr. Shah. [#8D

5 Defendants contend DEdmundowicz's evaluation ofthe Olympus MedicalmeDis irrelevant,
because those prototype scopes are not at issué iaction, and Dr. Edmundowicz was not at
UCH at the time, but at Washington UniveysSchool of Medicine in St. Louis, Missouri from at
least 2009 to 2014. [#54 at 9-10].



at 3].

What Consequences? Plaintiff alleges that the Q180V Scope was releaseitiel United
States in 2010, and was based on an earlier Olympyre,gbe TIFL60V. [#49 at § 28]. Though
not explict from the evidence proffered, this cowtsonably infers that the purpost Mr.
Tsubaki's 2010 and 201frips to Colorado includedoromoting the Q180V Scope, given there is
nothing to suggest that Olympus Medical would heseved out the accused scope in its efforts
in promoting loyalty to Olympusand its endoscopy scopes.dded,particularly in light of Dr.
Shah’s visit to Olympus Medical in Japman2009, wherethe future Gl scope lirap included the
“TIJF-180V (New \scope)' nothing in the jurisdictional discovery suggests thaympus
Medical would have abandoned its efforts given Drahzh feedback as to that particular
prototype and Dr. Shah's affirmative statement that heKled] forward to communicating with
your tean to discuss my ideas further or to review prototype developragnendoscopes or
endotherapy products [#80-4 at 4 11]. Because all factual disputes are resolved in fafidineo
plaintiff in determining whether plaintiff has madeprima facie showm the court finds that
Plaintiff's showing is sufficientto satisfy the bufor test for personal jurisdictionOld Republig
877 F.3dat903.

In fact, the most closely analogous situation appliedptioximate cause testO’Connor
v. Sandy Lane Hoteld, 496 F.3d 312 (3d Cir. 2007). In that case, much like the presentlyhe
contacts between the defendant and the forum wasefeaddnt's solicitation of business from
the plaintiffs. 1d. at 318 (“After the OConnors initial stay, Sandy Lane continued to cultivate the
relationship by mailing seasonal newsletters to tPemnsylvania home.”). So too here; Olympus

Medical continued to cultivate the relationship seyding its executive to meet with Dr. Shah and



othes to promote their products, including the Q180V Scope. A districtt @ouhe Central
District of California came to a similar conclusiomhen considering whether advertising to a
plaintiff in the forum was a bdor cause of plaintiff avaiing itseff of the adweed products.
Hope v. Otis Elevator Co389 F. Supp. 2d 1235, 1240 (E.D. Cal. 2005) (“The question, therefore,
is this: but for [hotel's] advertisingand associations with travel agents, would Pléihfve stayed
at [its] hotel in Hawdi i? . . . Itis reasonable to infer .. that [hotel's] advertisingand association
with California travel agents were “bfatr” causes of Plaintifs stay. . ..").

The court concludes that Plaintiff has met her éuordf establishing minimum contacts
under the bufor test but has not met her burdemder the proximate cause test.

E. Traditional Notions of Fair Play and Substantial Justice

Having found that there are sufficient minimum cot#ato support personal jurisdiction
under at least one of theadlable teststhe court next turns to examine whethilie assertion of
personal jurisdiction would comport with traditional notionsfaaf play and substantial justice.
Old Republic 877 F.3d at 903 Analyzing whether the exercise of personal jurtsgic would
offend traditional notions of fair play and substnjustice “requires a caspecific inquiry into
the reasonableness of the exercise of personatligion over a defendant who has minimum
contacts with the forum state.TH Agric. & Nutrition, LLC v. Ace European Grp. Ltd.88 F.3d
1282, 1292 (10th Cir. 2007). The court weighs five facttrsthe burden on the defendant, (2)
the forum state’s interest in resolving the disp(B,the plaintiff's interest in receiving convenie
and effective relief, (4) the interstate judicials®m’s interest in obtaining the most efficient
resolution of controversies, and (5) the shared itemdsthe several states in furthering

fundamental substantive social policiekl. (quoting Intercon, Inc. v. Bell Atl. Internet Solutions,



Inc., 205 F.3d 1244, 1249 (10th Cir. 2000Iy). applying this test, the court must be “cognizant of
the fact that, with minimum contacts establishedjs iincumbent on defendants to ‘present a
compeling case that the presence of some other ecsichs would render jurisdiction
unreasonable.”” Dudnikoy, 514 F.3d at 1080 (quotingro Axess428 F.3d at 1280).The court
finds these factors weigh in favor of exercising glitkon

Olympus Medical argues that tlegercise of personal jurisdiction here offends tradiil
notions of fair play and substantial justice. [#54-dlt19 #81 at #8]. Defendant’s argument is
exclusively focused on the burden Olympus Medicallgv incur, and so the court’'s analysis will
be similarly confined. Defendant's argument is cestielon an analogy tBenton v. Cameco
Corp.,, 375 F.3d 1070, 1078 (10th Cir. 2004), where the court found the exercig@sdit fion
inconsistent with fa play and substantial justice.

In Benton the Tenth Circuit found the exercise of personal jurisdictid be inconsiste nt
with traditonal notions of fair play and substantipistice despite the existence of sufficient
minimum contacts. 375 F.3d at 1078Be Bentoncourt began by noting that

The reasonableness prong of the due process inquirikesva sliding scale: the

weaker the plaintifs showing on minimum contacts, the less a defendastl ne

show in terms of unreasonableness to defeat jurisdictihe reverse is equally

true: an especiallystrong showing of reasonableness may serve tdy fodi

borderline showing of minimum contacts.

Id. at 1079(formatting altered)(quoting OMI Holdings 149 F.3d at 1095

Applying this framework tlaintiff's justsufficient showing of minimum contactshe
Tenth Circuit found that tke burden on the Canadian defendant was “significastit “has no

office or property in Colorado, is not licensed to do business in @olpend has no employees

in Colorado.” Id. The Circuit further found that defendant*officers and employeewil not only



have to travel outside their home country, they vigb de forced to ltigate the dispute in aforeign
forum unfamiliar with the Canadian law governing tiispute.” Id. Thus, the esrcise of personal
jurisdiction was not consistent with fair play and substanfisgtice. Given the specific
circumstances of this case, tsurt finds Bentondistinguishable.

If Benton was “a very close case” that just barely rosthe level of mimnum contacts,
this case-while by no means aclear eak less arguable and so would require a greater sigowi
of prejudice on the “sliding scale” mentioned abolk. Unlke Benton Colorado law applies and
the court has no concern that Defendant, ably septed by counsel, would be forced to ltigate
a dispute with unfamiliar law, or that the courtuldobe forced to construe unfamiliar foreign law
as inBenton Indeed, OlympusMedical shares counsel with its related entites Obgnpmerica
and GCA, thatare undisputedly subject to personal jurisdictiorthim forum. Thus, aignificant
element of prejudice found iBentonis lacking here. Further, the court notes that afjfrou
Olympus Medical is not physically located in Coloraddias regularly travelled here to conduct
business and promote its products. UnlkeBéntonwhere the Canadian defendant's visits to
Colorado were limited to a discrete isstue diigence—in peaforming one contract, Olympus
Medical's visits were not so restricted in time soope, and a senior executive visited instead of
lower-level functionaries charged with a single tast. at 1076.And courts have long noted that
modern telecommunicatioand travel infrastructure mitigate the burdentigakting in a distant,
even foreign, forum. Pro Axess428 F.3d 1270 (Francefirst Am. Mortg., Inc. v. First Home
Builders of Fla, No. 10CV-0824-RB}MEH, 2011 WL 4963924, at *3 (D. Colo. Oct. 14, 2011)
(Florida); Media Res., Inc. v. Global Paper 3834875 Canada, Mo. CIV-05-1038C, 2006 WL

8436512, at *4 (W.D. Okla. May 12, 2006) (Canada).



The primary burdenapparent to theaart is the substantial need for translation services.
Such dificulties have alreadyforced Plaintiff to seek an extension of time to have written
discovery translated. [#78 (“Additionally, at least dnied of the 4,500 pages are in Japanese and
Plairtiff anticipates some delay in having any relevaatgs reviewed and translated by a Japanese
inguist in preparation of its opposition.”)]. But this burdentypically falls on Plaintiff, not
Defendant, and so is immaterial to the issue oékdnt's buten E&J Gallo Winery v. Cantine
Rallo, S.p.A.No. 1:04ev-5153-OWW-DLB, 2006 WL 3251830, at *5 (E.D. Cal. Nov. 8, 2006)
(“Normally, in responding to a request for production of documents,retuesting party would
bear the cost of translating documents written in @dar language”);In re Korean Air Lines
Disaster of 8pt. 1, 1983103 F.R.D. 357, 357 (D.D.C. 198®WVhile the Court wil not condone
an unnecessary escalation of such costs by the poydwdftKorean language documents when
English translation are equaly avaiable, neithet Korean Air Lines or any defendants be
required to bear what is rightly Plaintiffs’ burdgn.To the extent that Olympus Medical puts
itself in the situation of bearing these costs throtigh unnecessary production of Japanese
language materials when an English version is algiabr in responding to interrogatories by
production ofJapaneséanguage business records under Federal Rule of Biatedure 33(dl)
Nature’s Plus Nordic A/S v. Nat. Organics, [ri¢74 F.R.D. 437, 441 (E.D.N.Y. 2011) (‘{W]hen
a party responds to artemrogatory by producing documents written in @ifpr language Rule
33(d)requires the responding party to provide a translation of tdosuments.”)that is a burden
it has voluntarily assumed and does not figure thi® analysis.

In sum, the courtinds that the Olympus America purposefully directts activities

towards Coloradothatthere is a prima facie case tlitat Coloradespecific activities were a but



for causePlaintiff's injuries and that the exercise of personal jurisdiction does nenaff
traditional norms of fair play and substantial justicThe courthus concludes that Plaintiff has
satisfied its prima facie burden of establishipgrsonal jurisdiction over Olympus Medica
appropriate,and thus Olympus MedicaldMotion to Dismiss for Lack of Personal Jurisdiction is
DENIED.

Il. Doesthe First Amended Complaint Set Forth a Design Defect Claim Cognizable
under Colorado Law?

Having determined that this court may exercisas@®l jurisdiction over Olympus
Medical, this court now considers the issue of whetherFirst Amended Complairgets forth a
cognizable claim, as chalenged by all Defendants.

A. Elements of Design Defect Claims

The court analyzed Colorado law on the glesiefect claim in the October 30 Order and
wil not repeat itself here. In brief, the court concludkat the absence of governing Colorado
law on the subject left the court to makeEe guess as to how that court would rule, and this
court concluded that the Colorado Supreme Court would apply the drasstat(Second) of Torts
8 402A. [#48 at 18 & n.7].There has been no relevant contrary authority ftben Colorado
Supreme Court sinctne October 30 Ordeknder this testthere are five requirements to establish
a products liabilty claim based on a design defesirth (1) the product is in a defective condition
unreasonably dangerous to the user or consumethgZ)roduct is exmed to and does reach the
consumer without substantial change in the conditiomwhich it was sold; (3) the defect caused
the plaintiffs injury; (4) the defendant sold the gwot and is engaged in the business of selling
products; and (5) the plaintiffustained damagesBarton v. Adams Rental, Inc938 P.2d 532,

536-37 (Colo. 1997) (citing Restatement (Second) of To#OZA (1965));see also Camachov.



Honda Motor Co., Ltd.741 P.3d 1240, 1244 (Colo. 1987). To establish that an accused product
is in a “defective condition,” Colorado courts apply teverelementtest from Armentrout v.
FMC Corp, 842 P.2d 175, 184 (Colo. 1992):

(1) The usefulness and desirability of the proekitst utiity to the user and to the
publc as a whole.

(2) The safety aspects of the proeutite likelihood that it wil cause injury and
the probable seriousness of the injury.

(3) The availability of the substitute product whiclould meet the same need and
not be as unsafe.

(4) The manufacturer’s ability to eliminathe unsafe character of the product
without impairing its usefulness or making it tagensive to maintain its utility.

(5) The user’'s abilty to avoid danger by the eercof care in the use of the
product.

(6) The user’s anticipated awareness offhegers inherent in the product and their
avoidability because of general public knowledge of the obvious tioondf the
product, or of the existence of suitable warnings or ingiinet

(7) The feasibility, on the part of the manufacturef spreadig the loss by setting
the price of the productraarrying liability insurance.

This list is not exclusive, but merely illustrativd factors which may assist in determining whether
a design is unreasonably dangerous. Depending eonitumstances ofaeh case, flexibility is
necessary to decide which factors are to be apded, the list of factors may be expanded or
contracted as neededd.

In the October 30 Order, the court dismissed Hiantclaim because Plaintiff did not
make a showing thahe product was in a defective condition underAh@entrouttest. [#48 at

21]. The court was nopersuaded that Plaintiff had averred sufficient fadsthat a factinder



could concludethat the Q180V waper sedefective because the device was more than “diffic ult”
to clean. Id. at 21].

B. Analysis

In the First Amended ComplajnPlaintiff assertsadditional facts to support the conclusion
that the Q180V Scope was defectively designed utitleArmentrouttest. The FirstAmended
Complaint establishes that that Q180V Scopentraryto numerous other modeisanufactured
by Olympus Medicaland contrary totheir own internal guidelineswas designedwith a fixed
distatend caphat sealedhe elevato wire channel from theutside, supposedly preventing the
ingress of fuids from a patient during use. [#49 aB®¥35]. Plaintiff further contends thahe
cap did not fully seal the elevator wire channel buteffectively prevent reprocessing under the
provided reprocessing protocoldd.fat §1138—40].Until a subsequer¥lay 2015 update, Olympus
Medical never subjected the Q180V Scope to a pregddation testing to ensure that {h@vided
reprocessing protocol was sufficient to ensure tiet elevator wire channel was free of
contaminants and safe for further patient @lgmpus Medical also included the MAB88 Brush
in this update, which lkabeen necessary to effective reprocessing frombdiginning [Id. at
1136-37]. Plaintiff posits that two alternatives wersadible and would have prevented the
harm—either remove any end cap, permiting easy cleanirtbouti the MAJ1888 Brush or to
have a removable cap, which would both reduce thewinflof fuids and alow for easy
reprocessing. [Id. at 135]. In fact, these systems were used on other Olympus Sdogeding
the Q180V’'s predecesspithe TIF160VF, and the 160VR. Id.]. Not long after the May 2015
update, the United States Food and Drug Administration issuedath of all Q180V scopes ‘10

fix the defective sealing mechanism at the distal @f the device.” Ifl. at 146].



Nonetheless, Defendants argue that Plaintiff's gtgwan this point remains deficie.nt
Defendants argue that Plaintiff fails to adequatilgge causatioras merely stating that she was
subject to a Scope contaminated with bacteria &weth tcontracted a bacterial infection is
insufficient. [#55 at 9].Further,Defendants argue that Plaintiff has not metAheentroufactors
by failing to allege facts demonstrating that thkesr outweighed the benefit.ld[ at 16-11]. The
Q180V Scope offered greater range of motion andtiffiaialleges no facts” @ establish that the
alternatives referenced above “offered the sartigy utis the Q180V Scope without the same risk”
because the elevator channel itself could contaimosgopic crevices that could harbor the same
contaminates. [Id. at 11].

First, asset forth in more detail below, the court findstttiee First Amended Complaint
adequately sets forth a plausible causal chain oft®veThe essence of Plaintiffs claim is that,
due to the particular design of the Q180V Scope, it was lkelg to retain contaminatesrdm
prior use and in fact didoduring her procedureAs a result of this exposure, Plaintiff contracted
amulti-drug resistanbacterial infection like the ones that had been previously identifisdetated
to the Q180V in thdJnited States and Europd#49 at 1 43]. Plaintiff further contends that the
patient infections at Erasmus Medical Center indRd&m, the Netherlands, identified a defective
sealing mechanism for the elevator channel in 20i®.af 1 44]. While claifying the temporal
proximity between the January 2016 procedure antbsequentdiagnosis would be helpfult is
not necessary at this stagelight of the additional allegationsind the courtdid not intend to
suggest otherwise in its October 30 Ordimdeed, the purpose of Rule 12(b)(6) is not to require
a plaintiff to prove her case at this juncture, tmatrely to give Defendants adequate notice of a

cognizable claim.



Second, the court finds that Plaintiff meets Amenentrouttest. Defendants miss the mark
in focusing on whether thelevator channel could retain contaminates in cesviregardless of the
end-cap design. The focus undeme of the norexclusive balancing factors the Armentroutest
is the manufacturer’s “ability to eliminate the uesatharacter of the product without impairing
its usefulness or making it too expensive to mainitanutiity.” 842 P.2d at 184.The unsafe
character of the Q180V Scope is aleged to be thd feled cap which results in a contaminated
elevator channetit is immaterial to Plaintiffs claim that that the Q180V Scope was designed in
such a manner that it could stil retain contarsisathrough an entirely diferent unsafe
characteristic SeeFibreboard Corp. v. Fentgn845 P.2d 1168, 1174 (Colo. 1993) (discussing
alternate design principles).ldentifying the unsafe characteristic and pointitg a feasible
alternative is sufficient when a product’'s design is based on technical aedtiic knowedge,
it would be manifestly unreasonable and unfair eguire a plaintiff to offer a complete redesign
as opposed to pointing to a discrete flaw and showing how it could beiedme
[l Doesthe First Amended Complaint Plausibly Allege Causation?

In the October 30 Order dismissing Plaintiffs origirdbmplaint, the court found that all
of Plaintiff's claims suffered from afailure to adedely allege causation. [#48 at21]. The court
found that Plaintiff's bare allegations that sometiin Janary 2016 she had an ERCP and then
sometime thereafter fell ilvith an unspecified conditiomvas insufficient to plausibly link the two.
[Id. at 21222 & n.8 (“Plaintiffs only allegations regarding cation are that the procedure
happened and sometimeetbafter Plaintiff fell il.”); id. at n.8 (‘[Tlhe Complaint fails to allege
when was Plaintiff was diagnosed and how long after grocedure, so that the court might

consider temporal proximity in causation. Simiarly, the Complaloes not even identif the



particular infection....”). Defendants seek dismissal on this point, akpgihat the same basic
falures to establish causation identified in thetdDer 30 Order persist ithe First Amended
Complaint The courtrespectfully diagress.

Plaintffs theory of causation is now more detailed, and the cfnds it sufficient to
alege causationThe First Amended Complaimow specifies that Ms. Lynch contracted “a multi
drug resistant infection” from the ‘residual micialb contamination” leftin the Q180V Scope
from a prior patient, presumably in the elevatoartiel incompletely sealed off from the device
by the distal end cap. [#49 %63]. As discussed abovdthaugh specifyingwhenPlaintiff fell
il might assist the court in finding causation throwghporal proximity, the court finds thatthe
First Amended Complainhdequately establishes a plausible case for caudatiother averments,
L.e., identifying the specific mechanism in the Scope tetined bacteriawhy it is difficult to
clean generally identifying the type of infection Plaffitcontractedsubsequent to hgrrocedure
and indicating that Defendants recaled the Q180Wp8cafter Ms. Lynch had her ERCP
procedure See generallj#49].

YA Does Plaintiff's Failure to Wam Claim State a Claim?

A. Elements ofStrict Products Liability: Failure to Wam

As before, he courtwil not repeatits analysis ofColorado law on the failure to warn
refliected in the October 30 Orddout will briefly summarize its conclusiothat the Colorado
Supreme Court would apply the Restatement (Third) of Torts 8§ @édjallure to warn claimas
the Colorado Court of Appeattoes. [#48 at 23]. The court further concluded that the applicable
elements of such elaim were: (1) The warning was defective or inageg;, (2) the alleged

inadequacy caused her doctor to prescribe the alrugse the medical device; and (3) had the



warning been adequate, the treating physician wootdhave prescribed that drug or digbat
device. [ld. (quoting Ackermann v. Wyeth Pharm§26 F.3d 203, 208 (5th Cir. 2008))]. Finally,
the court concluded that the “learned intermedidogtrine applied to such a claim; in other words,
the failure to warn must be presented as a faitorevarn the patient's doctor, the party cognizant
of the benefits and dangers of speciic medical tdasthe Q180V Scope and selecting the tool
from competing implements based on that judgmend. af 24]8 Plaintiffs original complaint
did not aply these elements or the learned intermediary dednd now attempts to do sotime
First Amended Complaint

B. Analysis

The First Amended Complaint asserts tlagfendants are liable for failure to warn Ms.
Lynch or her treating physician that thedesign of the Q180V Scope rendered it unreasonably
dangerous for use in her January 2016 ERCP. [#49@&I-B1]. Specifically, Plaintiff alleges
that Defendants, in various joint statements issuen @ her procedure, faled to warn users that
the redesign of the scope made effective reprocessiigenaely difficult, that the device was
associated with numerous infections across theegihle to crospatient contamination, and that
the risk of infection due to crogontamination from biological rtiar left in the elevator channel

from aprevious patient was much higher than tindihe Defendants’ prior scopes, specifically the

6 To further clarify the court's analysis from the October 30d@t the learned intermediary
doctrine applies to the selection of a specialized icakdevice ke the Q180V Scope because the
doctor is the individual selecting the tool frome tlarray of available ophs based on her
professional judgment. The fact that a doctord#ecihe patient requires an ERCP and performs
it is related to this, but the essential fact is thetaitscselection of specializedtool for the job
that justifies application of theodtrine. Application of the doctrine would be less likely when,
for example, a doctor decides a patient needs stitelmel usesn overthe-counte antiseptic in

the procedure. Caveny v. CIBAGEIGY Corp, 818 F. Supp. 1404, 1406 (D. Colo. 1992)
O’Connel v. Biomet Inc., 250 P.3d 1278, 1281-82 (Colo. App. 2010).



TJF160F and TJF-160VBcopes [Id. at 174]. Had Ms. Lynch and her doctor been warned, they
would not have used the Smoin her procedure. Id. at 175-76]. The ineffective warnings
associated with the device rendered it unsafe for ndecaused Plaintiffs subsequent infection.
[Id. at 7977-81].

Defendants argue that Plaintiffs claim is deficient as to leacf the three elements
described abovd#55 at 13]. Specifically, Plaintiff acknowledges ttlaay prior deficiencies in
the instructions provided along with the Q180V Scope weredieah in the May 2015 update,
which included a specialized brush, the MEEB8,to effectivdy reprocess the Scopdter use
[Id. at 13-14; #49 af] 40 (explaining thaDefendants waited unti May 2015 to provide additional
reprocessing instructionand the MAJ1888 Brushto endusers). Further Defendants claim that
Plaintiff fails to “articulate additional or differé rwarnings from the warning disseminated in May
2015 or plead facts showing such warnings would harevented her harm by causing her
physician to use a different device.” [#5514{. Finally, Defendants argue that Plaintiffs claim
fails on her own pleading because she specificalgges thano warning could have cured the
design defect, an argument which this court alrezmhsidered to effectively preclude a faiure to
warnclaim because it fatally undermines causatiol.; 49 at § 99 (arguing thato update to
the reprocessing protocol or accessory could meinel™known design defects or increasesk
of infections with [the Q180V Scope]’)d. at § 118 (same); #48 a6 (“If the device cannot be
cleaned, then there cannot be an adequate warningdinggaroper cleaning procedures, and
therefore the failure to include an adequate warmingld not have resulted in an injury to the
Plaintiff.”)].

The court finds thathe failure to warn claindoes stata claim under Colorado lawhe



court begins by clarifying the precise inquiry at isfuethis cause of action as the parties appear
to disagree over whether tif@lure to warn claim focuses on the reprocessingopals as the
putatively deficient warnings. Plaintiff alleges that the reprocessing protocol asdoded
instructions for the Q180V Scopeere inadequate to ensure effective reprocessihgeba uses.
[#49 at f74]. But Plaintiffs Amended Complaint is contradictory on thdequacy of the May
2015 update. On one hand, Plaintiff argues thaditional steps were needed to adegly
reprocess the Q180V Scope” which wenet“introduced unti May 2015including the MAJ
1888, which was ‘“required” for adequate reprocessinthe Scope after useld][ at { 40]. This
would seem toindicate that the Scope, as of May 2015 and certaigflyhdr January 2016
procedure, did in fact have an adequaierocessing protocol

Onthe other handthe First Amended Complaintmphatically states thaho warning or
reprocessing protocol would have been sufficient. In the tdega specifically supporting the
falure to warn claim, Plaintiff states th&here was no reliable way tdean its Q180V Scopes
even after they were reprocessed by users, suthCekHospital, who correctly folowed the
device manuals [Id. at 78]. Rather, to remedy the dangerous propensity of the Q180V Scope,
Defendants had to fundamentally change dasign of the Scope, a process that was still
incomplete at time of Plaintiffs procedurdd.[at 173 (“[Tlhe Q180V Scope featured design
elements described herein that rendered it extrenfifityult or impossible to adequately reprocess
absent a desigrchange that had not been intiated until after Mgnch had her ERCP
procedure[.])]. Defendants argu¢he First Amended Complaist inconsistent framing of the
adequacy of the reprocessing protocols is fatal ridelilere to warn claim.

Plaintiff countersthat Defendants have missed the mathe “warning” atissue is not the



reprocessing protocol, but rather a supplemental ingarmever given, regarding the increased risk
of infection inherent in the Scope’s design. [#7Q®&12]. The First Amendd Complaintsets
forth a detailed histy of Scope infections thatdeDefendants to issue the May 2015 update, but
the update only reformulated the reprocessing protocols, itimeghtano mention of the greatly
enhanced risk of infection and cressntanmation due to the Scopedesign a risk which may
have been mitigated but not fully eliminated byudpelate [#49 at 143—-46]. Whether the Scope
was difficult or impossible to reliably clean, the $eadid not contain any advisement that the
nature @ the elevator channel cap design renderethate likely to infect subsequent users.
Defendants counter that regardless of the framingpeoinjuiry, Plaintiff's claim still fais because
she never sets forth what warning would have beeguatle and would have lead her doctor to
refrain from using the Scope in her ERCP. [#73-df.3

The court finds Plaintiffs showing on this point to be adesstthis stage to plausibly
establish a design defect clainthe court is not persuaded by Defendants’ arguriieit Plaintiff
must “articulate” a specific warning that would haweeb sufficient except as inherent in plausibly
alleging causation. [#55 &8,14]. Plaintiff identifies the 8k her doctor should te been warned
about—infection risk due to Scope desigiand points to its obvious absenceNowell v.
Medtronic Inc, No. CIV 171010 JBSMV, 2019 WL 1434971, at *5B®.N.M. Mar. 29, 2019)
(“[Plaintiff’ s] failure-to-warn claim requires her to prove that tbefendants provided her with a
defective warning,or no warning at al and that this warning, or lack of warning, caused her
injury.”). Regardless of the difficulty or ease with whichfedbdants may have remedied the
underlying problem, the fact remaitisat Plaintiff alleges that the Q180V lacked any warrasy

to its dangerous propensity, and so could not hdigelds¢d] the nature and extent of the danter



Id. While this theory could be more clearly set foriithe First Amended Complairhs opposed
to the Response, the court is persuaded that tiep&iot itself is sufficient in this regard, even
when disregaling the clarifying Response.

Plaintiff alleges facts supporting the element that absence of an effective warning led
her doctor to se the device. According to Plaintiff, the Q180%samarketed as “easier to clean
than its predecessor” when in fact the redesigrthefelevator channel with a distal end cap
rendered it far more difficult to clean without th&AJ-1888 or the updated neyessing protocol
and even that was not enoughdtm soreliably. [Id. at 7135, 40]. She alleges dr doctor would
not have used the Q180V had he known of the ineceaisks of infection associated with itld.[
at 176]. Whie this is a brief andanewhat conclusory allegation as to a critical eleniena
failure to warn claim, the court is convinced that, amtext, Plaintiff makes out a plausible case
that had her doctor been aware of the increaskd insolved in using a Q180V Scope, he would
have selected a different deviteln the 30 October Order, the court found that Plaintiff's claim
faled because the Complaint established that the edevéssper sedangerous after use, and that
there could be no warnings that would have preventedhanen. [#48 aR5. Plaintiffs theory of
the casaslaid out inthe First Amended Complajnts that the device was hard to claamgeneral,

and impossible to relidy clean with the provided instructions which made the dewvitore

” Plaintiff does not make this argument, and so thetameed not definitively resolve it, but
Colorado courts have recognized acaded “heeding presumption” when applying Section 402A
to praducts liability cases.Uptain v. Huntington Lab, Inc.723 P.2d 1322, 1326 (Colo. 1986).
The presumption states that “where warning is gitbe, seller may reasonably assume that it will
be read and heededld. Several courts have applied this doctrine to failurevdon claims for
prescription drugs, although applicaton to medicavicks appears to be comparatively less
common. Garside v. Osco Drug, Inc976 F.2d 77, 80 (1st Cir. 199@xamining applicatiorand
rationale for presumption)



dangerous, more lkely to carry contaminates, andhtifla doctor should have received a
warning as to this propensityThis is sufficientat this juncture The court thus finds thdhe First

Amended Complaintstates a plausible claim for relief for a faiure tamva

V. Do the Intentional and Negligent Misrepresentation Claims Meethe Heighted
Pleading Standards of Rule 9(b)?

A. Intentional Misrepresentation

The court’'s October 30 Ordé&und Plaintiff faled to specify the manner in which each
Defendant participatedh making the statements at issug#48 at 29 (“Plaintiff fails to identify
which party is responsible for which misrepresantet, and insteadPlaintiff simply asserts this
claim against al Defendants... It seems unikely that all three defendants nthdesame false
representations to Plaintiff and/or Plaintiff's plajans, but even if that were the case, neither the
court nor the Defatants are given suficient information to undermdtahat representatives of
Olympus America and OCA made the same false reqisgeas to the respective Plaintiff and/or
her physicians.”(citation omitted). The courtconcluded that this form of undiffeentiated
pleading, where neither the specific misrepresemtat nor the speakers were identified with any
particularity, fell short of the applicable standards of Rfle). [d. at 28-30].

The First Amended Complainihdividually identifies the misstements at issuevhile
alleging that the misstatements were jointly maglealbthree Defendants [#49 at §1B9-107].
Specifically, Plaintiff identifiesfour statements made between February 2 and May 6, B9l
OCA and Olympus America with input fro@lympus Medical. If. at 1196—99]. By specifically
aluding to the time and place of the misrepresems, Plaintiff seems to have cured the defects.
But Defendants counter that this is stil an inadeqgai@ving because Plaintiff does rgpecify

which defendant told which alleged lie and undeatwtircumstances.” [#55 at 16]. Defendants



further counter that Plaintiffs generalized allegations meifficient and merely relabel the
originally objectionable “Defendants” with “Olympu€orp. and Olympus America, with input
from Olympus Medical.” If. at 17].

The court respectfully disagreesThe First Amended Complaintlearly sets forth four
specific statementand identifies the declarantand so the court's analysis wil focus ohether
Plaintiff has adequately set forth the individuadfeshdant's participation in the misstatements.
Defendants are correct that Plaintiff's claim ibstantively the same as before, generally alleging
that all three defendants are responsible mtisstatements but using the specific names instead
of simply “Defendants.” But the Rule 9(b) analysssholistic, and thecourt finds that, when read
as a whole,the First Amended Complaist claim of intentonal misrepresentation meets the
heightenedstandards of Rule 9(b).

Rule 9(b) requires a plaintiff to identify the person or persaliegedly responsible for
making the misstatement, but it does not require thetifflaio particularize the reasons why the
plaintiff beleves the aleged speakerbi®responsible for the statemer.E.C. v. Nacchjo438
F. Supp. 2d 1266, 1278 (CQ.olo. 2006). For example, where misstatements are made ip-‘grou
published documents such as annual reports, whickurpably involve collective actions of
corporate directors or officers, Rule 9(b) does not require mtifblaio identify the individual
source of a particular statement, so long as bjaately advises which defendants are alleged to
be responsible for the contents of the documeid.”(internal quotabn marks omited) (quoting
Celestial Seasoning4.24 F.3d at 1254)Plaintiffs theory of the case is that OCA and Olympus
America are “in effect indistinguishable.” [#49%T]. A plaintiff may plead collectively when

the Defendants participated jioint misstatementsandthe entities are indistinguishabfeom an



outsider’'s perspectivén making the identified statementsSwartz v. KPMG LLP476 F.3d 756,
764 (9th Cir. 2007) (“[T]here is no absolute reguient that where several defendants are sued in
connection with an alleged fraudulent scheme, dmepiaint must identify false statements made
by each and every defendant.”’Accordingly, this court finds that Plaintiff has adduced enough
detal such that her reliance on the characterizilg misstatements as mutual, group
misstatements is adequatecontext. The court is satisfied that Defendants have the “minimum
degree of detail nessary to begin a competent defensé:tlghum v. Embarq Corp785 F.3d
395, 416 (10th Cir. 2015).

B. Negligent Misrepresentation

Plaintiff concedes that this claim is also subject to Rule ®ix)argues for a lessened
standard applicable to the negligemisrepresentation claim as it is premised on an amissis
opposed to affrmative representations. [#70 at IBgfendants make theame argument for
dismissal of the negligent misrepresentation clagnfor the intentional misrepresentation claim.
See, e.qg[#55 at 19].But in the Reply briefs, Defendants make additional argumenfomad in
their original motions. [#72; #73; #74].

For largely the same reasons, the court finds éghgant misrepresentation claim is also
suficient under Rule ®), but notes that this is a clearer decision beedule 9(b)’s heighte ned
standards are lowerenr “relaxed somewhat” when the misconduct is préedtan the omission
of certain information as opposed to afirmativesrepresentations as a simple logical necessity:
one cannot identify the time and place of a misreptaten for nordisclosure of information.
Martinez v. Nash Finch C0886 F. Supp. 2d 1212, 1216 (D. Colo. 2012). For claims premised

on omissions, a plaintiff must sufficiently idéwti‘the particular information that should have



been disclosed, the reason the information should have Iselsed, the person who should have
disclosed i, and the approximate time or circumsta in which the information should have been
disclosed.” Id. (quoting S.E.C. v. Nacchjo438 F. Supp. 2d 1266, 1277 (D.Colo. 2006)he
court is satisfied thahe First Amended Complainteets this standard.

C. Arguments Asserted for the First Time in Reply

For the first time in their Reply briefs, Defendairgue that the intentional and neglige nt
misrepresentation claimshould also be subject to the learned intermediargtride just as the
failure to warn claim is. [#73 at5]. This argumemas not made in any of the Renewed Defense
Motions and so Plaintiff was not afforded an opportunity to resporgstartgument. Argume nts
made for the first time in areply brief are generallyemed waived.Kerber v. Qwest Grp. Life
Ins. Plan 727 F. Supp. 2d 1076, 1079 (D. Colo. 2018hd, as Defendants noteo i€olorado
case has adopted this standardhis context and thus the application of this doctrine in this
context—even if logical-is not required of this court, and the court deslino wade into new
state law territory on a matteaised for the firsttime in reply This argument is waived.

Also for the frst time in Reply, Defendants argue tRddintiff's claims for neglige nt
misrepresentation must be dismissed because megliggsrepresentation, as recognized in
Colorado, only applies to affrria@e statements. [#72 at 6]. Plaintiff's claim isttbae provided
information did not include a proper reprocessing protocol, and sodaefeargues herlaims
must fail because her claim is premisa nonrdisclosure. If. at 6-8]. This argument w&anot
made in any of the Renewed Defense Motions and sd¢ifPlasas not afforded an opportunity to
respond to this argumentAs before, this is an unsettled area of law, anthedsre, the court

declines to make alrie guess in this context particulaly given the fact that Plaintiff has not



had an opportunity to address Bheffield Servs. Co. v. Trowbridggll P.3d 714, 725 (Colo.
App. 2009) (assuming but not deciding that Colorado recognizes a dainmegligent
nondisclosure),overruled on other grounds by Weinstein v. Colborne Foodbotics, 30ZP.3d
26 (Colo. 2013). This argument is waivedat this juncture In so ruling, this court makes no
substantive determinations, and Defendants may rasse targuments in conjunction with any
motion for summary judgment.
CONCLUSION
For the reasons set forth hereinis ORDERED that:
Q) Defendant Olympus Medic&ystems Corporation's/otion to Dismiss Plaintiff’'s
Complaint for Lack of Personal Jurisdictior#54] is DENIED;
2 DefendantOlympus Medical Systems Corporation's MotitnDismiss Plaintiff’s
Complaint for Failure to State@aim [#57] is DENIED;
(3) Defendant Olympus America Inc.’s Motionot Dismiss Plaintiff's Complaint for
Failure to State &laim [#56] is DENIED;
4) Defendant Olympus Corporatiorof the Americas’ Motion d Dismiss Platiff’s

Complaint for Faiure to StateGlaim [#59] is DENIED.

DATED: June 5, 2019 BY THE COURT: —
a7 P,
Nina (Y. Wang {

United States Magistrate Judge



