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PLAINTIFF'S CIVIL ACTION COMPLAINT
Plaintiff, Debbie Newton, by and through retorneys McEldrew Young, hereby brings

a civil claim against Olympus America, InmdaOlympus Corporation dhe Americas and in

support thereof avers as follows:

PARTIES
1) Plaintiff, Debbie Newton, is aadult individual living in tle State of Washington residing

at 9936 North East 196Street, D2, Kirkland, WA, 98034.
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2) Defendant, Olympus America, Inc. (hereieaftOlympus America”) is a corporation
organized and existing under the laws of theeStdtNew York. Olympus America’s principal

place of business is 3500 Corporate Pagkwzenter Valley, Pennsylvania 18034.

3) Defendant, Olympus Corporation of the Ancas (hereinafter “Olympus Corp.”) is a
corporation organized and exiggi under the laws of the State of New York. Olympus Corp’s

principal place of business is 3500 Corperlaarkway, Center Valley, Pennsylvania 18034.

4) Defendants, Olympus America, and Olus Corp., (hereinafter, collectively,
“Olympus”) designed, developed, manufacturedyeatised, promoted, marketed, sold and/or

distributed the defective Olympusanscopes throughout the United States.

VENUE & JURISDICTION
5) Among its global business activities, Olynspsgells, markets, and services Olympus

medical products in the city and county ofil®tkelphia, Pennsylvania, including but not limited
to an entire endoscopy team tigtinter alia, respondid for marketing ad selling the specific

Q180V Scope involved in the subject incident.

6) Olympus American coordinates, maintains andages in the sales and marketing of its
endoscopes specifically focusing on the city andnty of Philadelphia, Pennsylvania through

its Endoscopy Sales Group — referred tbG®ater Philadelphia Area” sales team.

7) At all times relevant to this action, OlympAsnerica has made a concerted and strategic
effort to conduct substantial business ie tBommonwealth of Penylsania and regularly
caused its products — including the unapproved Q18®p&at present issue - to be sold in in

the city and county of Phitelphia, Pennsylvania.
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FACTUAL ALLEGATIONS
8) Olympus is in the business of maacturing and selling medical devicaster alia,

duodenoscopes, which are specialized endosaopidical devices used in invasive medical

procedures within the human body.

9) The duodenoscope amounts to a flexible tthz is fed through the patients mouth,
down the throat and stomach in order to perfdragnostic and other procedures to the patients,

inter alia, intestine, pancreas, gall Qiger, bile duct and liver.

10) The duodenoscope was designed and intende@peated and recurrent use in multiple
medical procedures on different patients, udahg but not limitedd, Endoscopic Retrograde

Cholangiopancreatography procedure (ERCP).

11)After each and every procedure duodenoscolies,all types of flexible endoscopes,
require thorough cleaning and hifgvel disinfecting — known a%eprocessing” — before the

scope can be reused on a new patient.

12) In or about 2010, Olympus resigned and replaced its H-=R160V Duodenoscope with

the TIF-Q180V Duodenoscope (“Q180V Scope”).

13)Upon information and belief the design chamges intended to increase functionality by,
among likely other features, broadening the range of scope positions in which the device’s guide

wire can be securely locked.

14) At least one of the defective design changes between the Q160V and the Q180V was the
“sealed” elevator channel in the Q180V — as oppo® the “open” eleator channel in the

Q160V, which required time-consuming mugl reprocessing after each exam.

15) The Q180V “sealed elevator wire chann@€sign change is dangerously defective due,

inter alia, to the “wicking effect” of the elevator wirevhich occurs when the elevator wire is
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extended through, manipulated anidhdrawn back through the “sedlelevator channel” via an
“o-ring.” The wicking effect is the processhereby biological material, including but not
limited to the CRE bacteria, is wicked or dgad through the o-ring by the movement of the
elevator wire. Through the “wicking effect” tH#acteria are effectively suctioned into and
behind the unreachable portion of the “sealed ebewaire”. The “wicking effect” is but one of

a number of other effects of dlar potential consequence thaipf may result in the infectious
contamination of areas ofhe Q180V Scope not accessibto cleaningand high-level
disinfection, posing an increasedd unacceptable risk of disease transmission, with associated

morbidity and mortality.

16) Olympus’ decision to “seal the elevatorachel” of the Q180V, among other apparent

design changes featured in the Q180V Scope,neasr_approved or cleared for marketing

and/or sale, by the Food and Drug Adminigttion (hereinafter “FDA™) as required by the

Food, Drug and Cosmetic Act (hereinafter “PD&C Act) prior to the introduction of a

medical device into inter-state commerce.

17) Olympus never sought 510(k) clearance for“dealed elevator wire channel” from the

FDA.

18)The “sealed elevator wire channel” desigarmde is clearly one &t was significant and
could significantly affect the safety and exffiveness of the Q180V Scope, thereby requiring

FDA clearance before marketing the device.

19) Upon information and belief, Olympus ditbt sufficiently test the Q180V Scope in

order to identify the “wickingeffect” or additional to bélentified design defects.

20)Upon information and belief Olympus aldailed to perform the necessary risk

management activities to identify and manageh and every potential adverse consequence and
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unacceptable risk that the “sealed elevator wire channel” design change featured in the Q180V

Scope, as compared to the Q160V Scope, could cause.

21)Olympus made an internal — and arguabl§-setving - decision that the “sealed elevator
wire channel” design change ttee Q180V Scope did nogquire a pre-market submission to the

FDA for 510(k) clearance.

22)The sealed elevator wire channel significantly and negatively affected the safety of the
Q180V Scope and required the submissionegher a 510(k) or a premarket approval

application.

23)A modified device marketed without aeeessary 510(k) or premarket approval is

misbranded and adulterated — and thereforabletto be sold on the open market.

24)Despite Olympus’ failure to obtain the FDActearance for, inter alia, the Q180V Scope
“sealed elevator wire channel’, Olympus wadty did submit numerous pre-market design
changes to the FDA related to the overall Ew®ra 11 180 Endoscopic Video Imaging system

(which is the entire systethat the Q180V Scope is a part of) on two separate occasions.

i. On or about February 26, 2010 Olympus submitted a 510(k) summary, requesting
clearance based upon prews clearance of an underlying design, to the FDA
related to the Evigxera Il 180 System that identifieno less thamthirteen (13)
separate design changes. Not one oftlimeen design changes related to the

sealed elevator wire channel.

ii. Thereafter, on or about January 2812 Olympus submitted a 510(k) summary,
requesting clearance based upon previdearance of an underlying design, to
the FDA related to the Evis Exera Il 1&ystem that identified twelve (12)
additional design changes. Not onetbé additional twelve design changes

related to the sealed elevator wire channel.
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25) Olympus’ decision to “seal the elevator ohal” of the Q180V was intended, at least in
part, to eliminate the need toanually reprocess the scopegramasing the uss convenience

and experience at the expense of patient safety.

26)Upon information and belief, Olympus decided'¢eal” the elevator wire channel of the
Q180V to allow for additional $&s of Olympus Automatic Endogge Reprocessor (hereinafter
“AER”) — which allegedly required a sealed dgsito be effective - in concert with the new

Q180V duodenoscope design.

27) Olympus, as a manufacturer of a reusatéelical device, such as a duodenoscope which
requires reprocessing in order to be used in multiple patients, has an obligation to develop, test
and validate sufficientlgafe reprocessing protospland to incorporate ¢se protocols into the

device’s labeling, to ensure infectious agearts not transmitted from patient to patient.

28) The product labeling mugbrovide sufficient instructioes on how to reprocess the
duodenoscope for the next patient use, and thesteuctions or protocol must have been

validated by the manufacturer prior to the Q186pe’s introduction into interstate commerce.

29)The manufacturer — Olympus - stuensure that the validatedprocessing protocol is

disseminated to medical féites and proéssionals.

30) Furthermore, the manufacturer must mamta Device Master Record (hereinafter
“DMR”) and/or design history e which documents that appropriate validation tests along with
the confirming data were performed and collecteddemonstrate that the instructions are
complete and understandable, can reasonablexbeuted by the user, and prevent disease

transmission.

i. The DMR must complyinter alia, with the requirements of 21 CFR 820.181.
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1. 21 CFR 820.181 (d) Packaqging and labeling specificationsincluding

methods and processes used; and

2. 21 CFR 820.181 (e) Installatiomaintenance, and servicing procedures

and methods

ii. The design history filenust be comply with requirements of 21 CFR 820.30())
which requires that “[eJach manufaaturshall establish and maintain a DHF
[design history file] for each type of device. The DHF shall contain or reference
the records necessary to demonstratettieatiesign was developed in accordance

with the approved design plan aneé ttequirements of this part.”
31) The original instructions for the unapprodvésealed elevator wire channel” design
change of the Q180V duodenogpe clearly states thaNOTE: The elevator wire channel of the

TJF-Q180 is sealed and does require reprocessing.”

32) Olympus failedjnter alia, to take the above tled critical steps wh the respect to the
unapproved portion of the redesigned Q180V Scopeedisas to the development of sufficient

reprocessing protocol for the Q180V Scope.

33)Olympus failed to provide an effectivench validated reprocessing protocol for the
redesigned Q180V Scope as well as the managfeofgisk pursuant to the CFR’s 820 design

control regulations.

34)Instead, Olympus provided its customers — madiacilities, physicians and ultimately
patients — with a safety cleaning protocol thas watently incorrect, in@djuate and dangerously

defective and not supported by any vdiiola data that it may have filed.

35)As a result, end-users were not able to =bastly and safely mrocess the unapproved
redesign of the Q180V Scope, resulting in ins&Enof disease transssions with associated

morbidity and mortality.
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36) Even before the redesign, marketing and sathe Q180V Scope, Olympus was put on

notice that Defendants’ endoscogevices were difficult to cleaand, as such, that they posed

health risks to patients pased to the devices.

V.

In 1987, an outbreak of carbapenem resigiaatidomonas bactemdtributed to a
contaminated duodenoscope occurred in Minnesota and killed at least ten (10)

patients.

In 2011, French scientists published ancitivhich attributed sixteen (16) CRE
infections - involving Kébsiella pneumoniae bacteria - occurring between 2008
and 2009 to a contaminated duodenoscape isolated “abnormalities in

procedures for duodenoscope disinfectias'the root cause of the outbreak.

A 2012 publication by the AmericaBociety of Microbiology, studied the
transmission of infections during flexibgastrointestinal efoscopic procedures
and determined that “[cl]ontaminatedndoscopes are the medical device

frequently associated with outbreakshefalth care-associated infections.”

Thereafter, a group of researchers from Metherlands published an article that
reviewed a CRE outbreak occurring Jayu2012 through April 2012 in which
twenty-four- (24) patients were infectedth a CRE - Pseudomonas aeruginosa —
related to a contaminated OlympUidF-Q180V duodenoscope used during an
ERCP. The research posited that]h$ new design of the TJF-180V
duodenoscopes might have contributed tortle for infectionas its complexity
hampers cleaning and disinfection. Th&F-Q180V has a fixed distal cap, as
reprocessing of the elevataire channel was not needed any more as the forceps
elevator wire channel was sealed witte so called o-ring. Sampling of the
interior of the fixed distal cap, whicis unreachable for cleaning brushes,
revealed VIM-2 p. aeruginosa straineitical to the outbreak strain and
determined the presumed source o thutbreak. Monitoring the unintended

consequences that may occur due wigfemodifications can improve safety.”

Again in 2012, Olympus was notified by the University of Pittsburgh Medical

Center that the facility was experiencing an increase in CRE infections that were
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believed to be related to Olympus duodeope used in ERCP procedures and
insufficient reprocesng of the scope.

vi. In 2013, Olympus was informed of inteans to patients in the State of
Washington involving multiple duodenagmes from its 160 and 180 series. At
least four patients who were infected agesult of exposure to contaminated

duodenoscopes died.

37) All of the above scientific infornteon was publically available to Olympus.

38) Olympus knew, or should have known, that teealed elevator we channel” and the
associated moving parts and the design of theefis elevator mechanism of the Q180V Scope

are collectively defective.

39)Olympus knew, or should have known, that @lheve detailed design defect resulted in a
“wicking effect”, or a comparable effect, witeby residual fluidscontaining microbial
contamination would penetrate the unapproved tigietsealed elevator wire channel” design,
thereby effectively avoiding the reprocessipgptocol provided by Qmpus and thereby

exposing patients to serious risk ofinaincluding potentially lethal infection.

40)Olympus knew, or should have known, thia¢ unapproved and complex design of the
Q180V “sealed elevator wire channel” renderedxtremely difficult — if not impossible - to

consistently and safely reprocess the Scope.

41)Despite the knowledge of the defective desifrihe Q180V Scopeand the associated
defective reprocessing protoc@)ympus negligently, recklesslgnd with conscious disregard
of the extreme risks to public health and both marketed and sold the unapproved and/or cleared
Q180V Scope that lacked adequdesign testing and controls to the medical service end-users

across the United States, including both sWWagton State and eéh Commonwealth of
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Pennsylvania, claiming that the Q180V was bsdife and effective for recurrent and invasive

use in multiple patients for ERCP procedures.

42)Olympus knew that medical service enass of the Q180V Scope relied on the
manufacturer to provide effecévand validated reprocessingofarcols necessary for the safe

operation of the Q180V Scope.

43)0Olympus intended and expectétat the Q180V Scope walbe used invasively and
recurrently by medical service providers, inltijplle patients across the United States, including

both the State of Washington and @@mmonwealth of Pennsylvania.

44)Upon information and belief, the Harborviéwedical Center purchased and used Q180V
Scopes and thereafter complied with the reessing protocols provided by Olympus in its

operation and use of the Q180V Scopes.

45)The Olympus Q180V scope was defectively gesd and sold with patently inadequate
reprocessing protocol. Despitssing the Q180V Scope as directed and intended, as well as
complying with the reprocessing protosoprovided by Olympus, Debbie Newton — and
unknown numbers of other patten— was infected with ghly drug-resistant CRE Super

bacteria.

46)Upon information and belief, Debbie Newt was exposed to a contaminated Q180V
Scope when she underwent an ERCP with an Olympus TJF - Q180V duodenoscope at
Harborview Medical Center on or about Felsyd, 2013 and as a direct result thereof was
subjected to a CRE infection thatsis still affected by today.

i. Upon information and belief, Debbie Newmt was diagnosed with gall stones in

January 2013 by the physiciandHrborview Medical Center.
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ii. Upon information and belief, on obaut February 7, 2013 Debbie Newton
presented to Harborview Medical Centfor a routine — same day — ERCP

procedure to address thizoae referenced gallstones.

iii. Upon information and belief, after ahERCP procedure was completed, the
medical staff informed Debbie Newton and ffemily that they wanted to admit

her overnight for observation.

iv. Upon information and belief, at amgpimately midnight on February 7, 2013
Debbie Newton’s mother received a phaadl informing her that Debbie needed

to be placed on life support.

v. Upon information and belief, Debbie W&n was transferred to life support on
February 7, 2013 due to heart failuregspiratory failue, renal failure,

pancreatitis, septic shock and bacteremia.

vi. Upon information and belief, on Febrya8, 2013 Debbie Newton was cultured

positive for klebsiella, e-coli and &mococcus bacterial infections.

vii. Upon information and belief, Debbie Newt required a PIC line for, inter alia,

the extensive antibiotic treatment she required.

viii. Upon information and belief, Debbie Newton was discharged from Harborview
Medical Center on or about February 2013 with a diagnosis of pancreatitis,
acute shock, septic shock, bactererARDS, heart failure, AKI — acute kidney

injury and choledocholithiasis.

ix. Upon information and belief, Debbie Newton was discharged with a PIC line and
was prescribed an intravenous regimehtimipenem-cilastatin (a carbapenem

antibiotic).

X. Upon information and belief, thereafton March 3, 2013 Debbie Newton was
forced to be re-admitted to Harborview Medical Center due to a bacterial

infection of her pancreas.

xi. Upon information and belief, Debbie W&n underwent a laparascopic procedure

to drain her pancreas whereby she waplanted with a drainage port.
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xii. Upon information and belief, Debbie Newton was discharged from Harborview
Medical Center on or about March 6, 2013.

xiii. Upon information and belief, as recendlg January of 2015 Debbie Newton was

forced to seek emergent medical care due to a kidney infection.

xiv. Upon information and belief, as re¢gnas March 17, 2015 Debbie Newton was
forced to seek emergent medical care due to a colon infection.

47)Debbie Newton was reasonably waae, and had no reasonablay of knowing, that the
above detailed infection and subsenqt injuries were related teer exposure to a contaminated
Q180V Scope at Harborview Medical Center on or about March 7, 2013 until the media began to

report the CRE Superbug outbreaks at UCLAdMal Center and elsewhere in March 2015.

48)The above detailed exposure and subsequfadtion, as well as all damages and injuries
stemming therefrom, resulted solely from thexklessness, negligence and carelessness the
Defendants, acting individuallyand/or collectively,by and through theiagents, servants,
workmen, and/or employees, and was due in no nmamhatsoever due to any act or failure to

act on the part of Debbie Newton.

49)As a direct result of the aforesaid exp@sand subsequent infection, Debbie Newton has
suffered grave, serious and ongoing injuriesicvhare serious and permanent in nature,
including but not limited to, CRE infection, sepitidection, multiple orgariailure, diverticulitis,
colon infection, depression anchet various ills and injuries vich Debbie Newton still suffers

and will continue to suffer for an indefinite period of time into the future.

50)As a direct result of the aforesaid exp@sand subsequent infection, Debbie Newton has
required extensive medical treatment and physiexbfy all of which magontinue indefinitely

into the future all to her personal and financial detriment.
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51) As a direct result of thaforesaid exposure and subsequefgction, Debbie Newton has
or may suffer a severe losslddr earnings and impairment ofrlearning capacity and ability, all

of which may continue indefinitely into the future.

52) As a direct result of thaforesaid exposure and subsequefgction, Debbie Newton has
suffered severe physical pain and traumantaleupset and anguish and humiliation and may

continue to suffer the same for madefinite time into the future.

53) As a direct result of thaforesaid exposure and subsequefgction, Debbie Newton has
suffered a diminution in her ability to enjoy litend life’s pleasures, atif which may continue

indefinitely into the future.

COUNT I: PRODUCT LIABILITY — NEGLIGENCE
Plaintiff, Debbie Newton v. All Defendants
54)Plaintiff hereby incorporates by reference adlgading paragraphs of this Complaint as if

fully set forth here.

55)Defendants designed, manufactured, promotestkilolited, marketed and sold the Q180V

Scope.

56)At all times material hereto, the Q1808cope, that was designed, manufactured,
promoted, distributed, marketed, and sold by DBefendants, was expected to reach, and did
reach, physicians, consumers and paieincluding Plaintiff, wihout substantial change to the

medical device and/or the reprocessmgjructions with which it was sold.

57)At all times material hereto, the Q1808cope that was degied, manufactured,

promoted, distributed, marketed and sold byDké&ndants, was in a defective and unreasonably
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dangerous condition at the time it was placedhe stream of commerce. Such condition

included, but is not limited to, one orore of the following particulars:

I. When placed in the stream of commeribe Q180V Scope was not approved by
the FDA for marketing and/or sale.

ii. When placed in the stream of commerttes unapproved “sealed elevator wire
channel” design specific to the Q180Vope was_defective in that it created a
“wicking effect”, due to the extermn, manipulation and withdrawal of the
elevator wire, that allowed CRE resistéaicteria to enter and remain behind the

sealed channel via the o-ring.

iii. When placed in the stream of commertlee required repr@ssing protocol

specific to the Q180V Scope was both ieqaate and patently wrong — in that the

reprocessing protocol instructed encenssnot to manually process the “sealed

elevator wire channel.”

iv. When placed in the stream of comegrthe Q180V Scope was marketed and
sold with reprocessing protocol thals not properly validated by Defendant,
thus rendering the Q180V Scope unsaifd defective for its intended use.

v. When placed in the stream of commerttee reprocessing protocol associated
with the Q180V Scope was insufficienthgsted, rendering that reprocessing

protocol unsafe, and, thus, rendering @180V Scope dangerously defective.

vi. At the time the Q180V scope was placed into the stream of commerce, Defendant
failed to develop safe, effective, testattl validated reprocessing protocol for the
unapproved redesigned Q180V Scope, thersdering the device dangerously

defective.

vii. When placed in the stream of commew the unapproved Q180V Scope was
defective in both design and inadequegprocessing protocdhat rendered the
scope susceptible to microbial contaatian thereby rendering the Q180V Scope

dangerously defectively.
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58)Defendants knew or should have known ofdaagers associated with the Q180V Scope,
as well as, the fact that theigting reprocessing protocol wastuificient and patently wrong in

order to reprocess the newly redgsd and unapproved Q180V Scope.

59)Notwithstanding this knowledge, Defendantsitioued to manufacturenarket, promote,
sell, distribute and supply the Q180V Scope stmasaximize sales and profits at the expense of

the health and safety of the public.

60)Defendants actually marketed the beneaditshe very same unapproved design changes

that are ultimately responsible fitre deadly CRE Superbug infections.

61)Defendants took these actions in conscious disregard of the foreseeable harm and of the

rights and safety of consumers causedhigyunapproved and defective Q180V Scope.

62)Plaintiff’'s medical provider and/or physician unwittingly used the unapproved and
defective Q180V Scope as direcfed its intended purpose and esliupon the assurances of the
Defendant as to both the safetyd efficacy of both the Q180V Gue as well as the associated

reprocessing protocol.

63)At all times relevant hereto, the Q180Vope was defective, the Defendants knew or
should have known that it was defive and that the Scope wadused withounspection, by

the medical service provider enceusfor defects in the scope aodthe reprocessg protocol.

64)Neither the Plaintiff nor Rlintiff's medical provider ad/or physician knew, or had
reason to know, at the time of the use of sabject Q180V Scope, dhe existence of the
aforementioned defects, nor could they haigcovered the defects in the Q180V Scope or

reprocessing protocol througletixercise of reasonable care.
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65)The Q180V Scope that was invasively attuced to the Plaintiff's body had not been
materially altered or modified, since its maaetiring, labeling and paaging by the Defendant,

prior to its use in the Plaintiff.

66)As a direct and proximate result of Defants’ negligence, Plaintiffs have suffered
significant damages and will continue to suffer such damages in the future as described in detail

above.

WHEREFORE, Plaintiff demands judgment in hisviar and against Defendants, Olympus
America, Inc., and Olympus Corporation ofetiimericas in an amount in excess of Fifty
Thousand Dollars ($50,000), plus interest, castd, any other amount that this Honorable Court

deems fit to award.

COUNT II: NEGLIGENCE
Plaintiff, Debbie Newton v. All Defendants
67)Plaintiff hereby incorporates by reference a#igeding paragraphs of this Complaint as if

fully set forth herein.

68)Defendants had a duty to exercise reasonadte in the design, manufacture, testing,
validating, labeling (reprocessing protocol), menkg and distribution into the stream of
commerce of the Q180V Scope, imding a duty to ensa that the Q180\5cope did not pose a

significantly increased risk of adverse events.

69)Defendants failed to exercise reasonataee and were therefore negligenter alia, in
the design, manufacture, tegtj validating, labeling (reprocessi protocol), marketing and
distribution into the stream of commerce of 9180V Scope. Defendamegligence included,

but is not limited to, the following:
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I. Defendants failed to obtain FDA approvat the “sealed elevator wire channel”
design change;

ii. Defendants failed to the design, manufacttest, validate, label (reprocessing
protocol), market and/dafistribute a safe and effiace design for the unapproved
Q180V Scope in that the “sealed el@ratvire channel” created a “wicking
effect” whereby CRE Superbug bactevieere allowed through the o-ring and

within and/or behind the “sealed elevator wire channel™;

iii. Defendants failed to properly test andinovestigate the “sealed elevator wire

channel” of the Q180V Scope pritr marketing and sale of same;

iv. Defendants failed to provide a suffictereprocessing protocol for the Q180V

Scope to the end user;

v. Defendants failed to adequately validdte reprocessing protocol for the Q180V

Scope that was provided to and relied upon by the end user;

vi. Defendants failed to adequately tese tleprocessing protot for the Q180V

Scope that was provided to and relied upon by the end user;

vii. Defendants failed to protect the Pl#infrom known andér knowable risks

associated with the Q180V Scope design and/or cepsing protocol;

viii. Any other instances of gé&gence to be determined through the discovery
process; and

ix. Any other instances of gigence under the commaaw and/or applicable

statutes, codes amu/regulations.
70)Despite the fact that Defendants knewsbould have known that the Q180V Scope was
unapproved by the FDA, was dangerous and defebjiibe nature of the “sealed elevator wire
channel” design, and lacked an adequate, ®ffeand validated repressing protocol posing a
significant risk of contaminain and associated risks to Rl#f, Defendan$ continued to

market and sell the Q180V Scope as a safe and effective device.
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71)In so doing, the Defendants failed to actaasasonable manufactui@nd distributer of

the Q180V Scope.

72)As a direct and proximate result of Defants’ negligence, Plaintiffs have suffered
significant damages and will continue to suffer such damages in the future as described in detail

above.

WHEREFORE, Plaintiff demands judgment in hisviar and against Defendants, Olympus
America, Inc., and Olympus Corporation oftiimericas in an amount in excess of Fifty
Thousand Dollars ($50,000), plus interest, castd, any other amount that this Honorable Court

deems fit to award.

COUNT lll: FRAUD — INTENTIONAL MISREPRESENTATION
Plaintiff, Debbie Newton v. All Defendants
73)Plaintiff hereby incorporates by reference a#gading paragraphs of this Complaint as if

fully set forth herein.

74)Defendants owed legal duties to Plaintiff and Plaintiff's physician(s) to disclose
important material facts concerning the safety of the Q180V Scope design and the adequacy of
the reprocessing protocol foreahQ180V Scope, to ensure it was designed properly for its
intended use and that it was accompanied by suificegprocessing protocol to ensure the scope

was safe for invasive reuse withiretRlaintiff and countless other patients.

75)Defendants made false representations Piaintiff and/or Plaintiff's physicians
concerning the safety of the Q180V Scope d#mel risks associated with the reprocessing

protocol for the Q180V Scope.
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I. Defendants intentionally, knowingly, awd/recklessly without regard for the
truth, misrepresented that the “sealed elevator wire channel” design change of the

unapproved Q180V scope was safe afiective for itsintended use.

ii. Defendants intentionally, knowingly, or rdeksly without regard for the truth,
misrepresented that the reprocessingquait associated with the Q180V Scope
was a safe and adequate means of reprocessing the Q180V Scope.

iii. Defendants falsely represented that @E80V Scope would be disinfected and
safe for subsequent use in a new patient after undergoing the reprocessing

protocol.

iv. Defendants made the above detailed falpeesentations in an effort to mislead
consumers into purchasing the Q180V Scape using it for medical procedures,

so that Defendants could profit.

v. Through their agents, Defendants direatlynmunicated - at least - the above
detailed misrepresentations to Pldinand/or Plaintiff’'s physicians who were

Plaintiff's fiduciaries.
76)Upon information and belief, Defendants salegresentatives made the representations
described above to physicians, medical providet/a staff at Harboreéw Medical Center at
some point between the Q180V design changeteffted in 2010 and the Plaintiff’'s contraction

of a CRE infection on aabout February 7, 2013.

77)At no time prior to the invasive use of feadants Q180V Scope in Plaintiff's body did
Defendants acknowledge that the “sela¢levator wire channel” dign was defective and/or that
the reprocessing protocol associated with the Q180V scope, provided to Harborview Medical
Center, had not been validatedsteal, was patently inaccurate and had been scientifically called

into question.

78)Defendants’ representation taalitiff and/or Plaintiff's physi@ans were false because in

reality the “sealed elevator wire channel” dgschange was both unapped and defective at
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its core, and the reprocessing protocol was not only ineffective but patently wrong in order to
adequately disinfect the Q180Scope for re-use in patientAs such, the Q180V Scope was

defectively dangerousd unsafe for use.

79)Defendants’ reprocessing protbaid not eliminate all bodilyluids and organic debris
from prior use, thereby rendering the Q180V Scope susceptible to microbial contamination —
however, the Defendants actually explicitly instagcthe end-user that no manual reprocessing
of the “sealed elevator wire channel” was reggt Defendants’ desigand/or reprocessing

instructions did noprepare the Q180V Scoper safe re-use.

80)Defendants designed and intended for medigadfessionals, including Plaintiff's
physicians and/or medical providers, and patients to rely on the Defenggméesentations as to
the safety of the Q180V Scope design and regsiog protocol for safe re-use within patients

such as the Plaintiff.

81)Plaintiff and Plaintiff's physicias reasonably relied on Defemdsi misrepresentations to
Plaintiffs’ detriment. Plaintiff's physicians dfor medical providers esl a previously used
Q180V Scope on Plaintiff only after complyingtlwvthe reprocessing protocol for the Q180V
Scope provided by the Defendant. Following the reprocessing, Plaintiff and Plaintiff's
physicians and/or medical providereasonably believed that the Q180V Scope was safe for use

within the Plaintiff when, in fact, the Scop&as contaminated with CRE Super bacteria.

82)As a direct and proximate result of Pigif and Plaintiff's physicians’ detrimental
reliance on Defendants’ false representationsinBff was injured, thereby causing harm and

damage to Plaintiffs adescribed in detail above.

WHEREFORE, Plaintiff demands judgment in hisviar and against Defendants, Olympus

America, Inc., and Olympus Corporation ofetimericas in an amount in excess of Fifty
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Thousand Dollars ($50,000), plus interest, castd, any other amount that this Honorable Court

deems fit to award.

COUNT IV: ERAUD — NEGLIGENT MISREPRESENTATION
Plaintiff, Debbie Newton v. All Defendants
83)Plaintiffs hereby incorporate by reference adlgading paragraphs of this Complaint as if

fully set forth herein.

84)Defendants owed legal dutiesRtaintiff to disclose importa material facts concerning
the safety of the Q180V Scope design changkthe adequacy of the reprocessing protocol for

the Q180V Scope in reprocessing the sdopensure it is safe for reuse.

85)Defendants made false representations &n#ff and Plaintiff's physicians concerning
the safety of the unapproved Q180V Scope “sea&ledator wire channel” design and the

inadequacy of the reprocessing protaasdociated with the Q180V Scope.

86)Defendants unapproved design apamelating to the Q180V Spe “sealed elevator wire

channel” is dangeroushjefective as designed.

87)Additionally, Defendants failed to develop aifective and validated reprocessing
protocol for the redesigned Q18®tope and/or failed to tefte reprocessing protocol on the
Q180V Scope and/or failed to eguately investigate prior comamts by medical facilities of
contamination of Defendants’ scopes, despiie knowledge that both the device and the

necessary protocol haegén previously identified to cause CRE infections.

88) Nevertheless, Defendants falsely represktiiat the Q180V Scope was safe for use as
designed and would be disinfedt and safe for subsequent use in a new patient after

administration of the mrocessing protocol.
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89)Defendants made the above detailed false representations in an effort to encourage
consumers to purchase and use the Q180V Smwpwedical procedures, so Defendants could

profit.

90)Through their agents, Defendants directlynoaunicated these misrepresentations to

decedent and/or decedent’s physiciah® were decedent’s fiduciaries.

91)Upon information and belief, Olympus salespresentatives made at least - the
representations described above to physicians sdaff Harborview Medical Center at some
point between the Q180V design change effectlat2010 and the Plaintiff’'s contraction of a

CRE infection on or about February 7, 2013.

92)At no time prior to the use of Defendants8QV Scope within Plaintiff, did Defendants
acknowledge that the “sealed eleratvire channel” design changeas defective and/or that the
reprocessing protocol for thel@0V scope provided to HarborvieMedical Center had not been

tested, validated and proved effective and hada#lgtbeen scientificallyalled into question.

93)Defendants’ representation taalitiff and/or Plaintiff’'s physimans were false because in
reality the “sealed elevator wire channel” deschange was both unapproved and defective, and
that the reprocessing protocol was not effectivadequately disinfect the Q180V Scope for re-
use in a new patient pursuant to completion efréprocessing protocptovided by Defendants.

As such, the Q180V was defectivelgngerous and unsafe for use.

94)Defendants’ reprocessing protbaid not eliminate all bodilfluids and organic debris
from prior use, thereby rendering the Q180\0j8& susceptible to microbial contamination —
however, the Defendants actually explicitly instaatthe end-user that no manual reprocessing
of the “sealed elevator wire channel” was liegdi Defendants’ desigand/or reprocessing

instructions did noprepare the Q180V Scoper safe re-use.

Case 112150302493



95)Defendants designed and intended for medigadfessionals, including Plaintiff’s
physicians, and patients to raip the Defendants’ representati@ssto the safety of the Q180V

Scope for safe re-use withintgants such as the Plaintiff.

96)Plaintiff and Plaintiff's physicias reasonably relied on Defemdisi misrepresentations to
Plaintiffs’ detriment. Plaintiff's physicians dfor medical providers esl a previously used
Q180V Scope on Plaintiff only after complyingtivthe reprocessing protocol for the Q180V
Scope provided by the Defendant. Following the reprocessing, Plaintiff and Plaintiff's
physicians and/or medical providereasonably believed that the Q180V Scope was safe for use

within the Plaintiff when, in fact, the Scopgas contaminated with CRE Super bacteria.

97)As a direct and proximate result of Pigif and Plaintiff's physicians’ detrimental
reliance on Defendants’ false representationsiniff was injured, thereby causing harm and

damage to Plaintiffs adescribed in detail above.

WHEREFORE, Plaintiff demands judgment in hisviar and against Defendants, Olympus
America, Inc. and Olympus Corporation ofettAmericas in an amount in excess of Fifty
Thousand Dollars ($50,000), plus interest, casts, any other amount that this Honorable Court

deems fit to award.

Respectfullsubmitted,

McELDREW YOUNG

JAMES J. MCELDREW, Ill, ESQUIRE
DANIEL PURTELL, ESQUIRE

Date:
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