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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF SOUTH CAROLINA
CHARLESTON DIVISION

JOAN L. SCHWARTZ,

| CIVIL ACTION NO; _ 216-cv-00355-MDL
Plaintiffs, :

V. ' COMPLAINT AND JURY DEMAND

ETHICON, INC.; ETHICON ENDO-
SURGERY, INC.; ETHICON WOMEN'’S
HEALTH AND UROLOGY,

A DIVISION OF ETHICON, INC,;
JOHNSON & JOHNSON; JOHNSON &
JOHNSON SERVICES, INC.,VENTION
MEDICAL, INC. (f/k/a THE MEDTECH
GROUP, INC.); VENTION MEDICAL
ACQUISITION CO.; and VENTION
MEDICAL HOLDINGS, INC.,

Defendants.

COMES NOW, Plaintiff Joan L. Schwartz, by and thgbuhe undersigned counsel, and
hereby alleges against Ethicon, Inc.; Ethicon E8Bdogery, Inc.; Ethicon Women’s Health &
Urology, a Division of Ethicon, Inc.; Johnson & Jwion; Johnson & Johnson Services, Inc.;
Vention Medical, Inc. (f/k/a The Medtech Group, .lnd/ention Medical Acquisition Co.; and
Vention Medical Holdings, Inc., (collectively "Dafdants"), as follows:

Jurisdiction and Venue

1. This Court has original jurisdiction pursuant tol2&.C. § 1332, because the matter

in controversy exceeds the sum or value of $75,680€usive of interest and costs, and is between

citizens of different states.
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Tag-Along Action

2. This is a potential tag-along action and in accocgawith 28 U.S.C. 814-7, it
should be transferred to the United States Dis@airt for the District of Kansas for inclusion in
In re Ethicon, Inc., Power Morcellator Products Liability Litigation, MDL 2652 (Hon. Kathryn
H. Vratil).

PARTIES, JURISDICTION AND CITIZENSHIP

3. Plaintiff Joan L. Schwartz (hereinafter “Ms. Schtzaior “Plaintiff”) is, and at the times
mentioned in this Complaint a resident of Johranid] South Carolina, and is a citizen of the State
of South Carolina.

4. Defendant ETHICON, INC. is a corporation, or otleetity, organized and/or existing
under the laws of the State of New Jersey, and atlatl times material and relevant hereto was
engaged in the business of manufacturing and/bngeind/or supplying and/or marketing and/or
designing and/or distributing minimally invasivengeological surgical products, with a principal
place of business at 737 U.S. Highway 22, Bridgew&lew Jersey 08807.

5. Defendant ETHICON ENDO-SURGERY, INC. is a corparatior other entity, organized
and/or existing under the laws of the State of Qhiad who at all times material and relevant
hereto was engaged in the business of manufactamagor selling and/or supplying and/or
marketing and/or designing and/or distributing mmally invasive gynecological surgical
products, with a principal place of business at:464eek Road, Blue Ash, Ohio 45242.

6. Defendant ETHICON WOMEN'S HEALTH AND UROLOGY, a WDISION OF
ETHICON, INC., a corporate division of ETHICON, INCGs a corporation, or other entity,
organized and/or existing under the laws of théeSteaNew Jersey, and who at all times material

and relevant hereto was engaged in the businessimiifacturing and/or selling and/or supplying
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and/or marketing and/or designing and/or distritgitminimally invasive gynecological surgical
products, with a principal place of business attR@2 West, Somerville, New Jersey 08876.

7. Defendant JOHNSON & JOHNSON, is a corporation, thep entity, organized and/or
existing under the laws of the State of New Jeraseg who at all times material and relevant
hereto was engaged in the business of manufactamagor selling and/or supplying and/or
marketing and/or designing and/or distributing mmally invasive gynecological surgical
products, with a principal place of business ablinon & Johnson Plaza, New Brunswick, New
Jersey 08933.

8. Defendant JOHNSON & JOHNSON SERVICES, INC., is gpooation, or other entity,
organized and/or existing under the laws of théeStaNew Jersey, and who at all times material
and relevant hereto was engaged in the businessimiifacturing and/or selling and/or supplying
and/or marketing and/or designing and/or distritgitminimally invasive gynecological surgical
products, with a principal place of business ablinyon & Johnson Plaza, New Brunswick, New
Jersey 08933.

9. Defendant VENTION MEDICAL, INC. (F/K/A THE MEDTECHGROUP INC.) is a
corporation organized and/or existing under theslafithe State of New Jersey with its principatpla
of business at 6 Century Road, South PlainfieldDRIBO.

10. Defendant VENTION MEDICAL ACQUISITION CO. is a qooration organized and/or
existing under the laws of the State of Delawarh ws principal place of business at 1800 Larimer
Street, Suite 2200, Denver, Colorado 80202.

11.Defendant VENTION MEDICAL HOLDINGS, INC. is a corpaion organized and/or
existing under the laws of the State of Delawarth ws principal place of business at 1800 Larimer

Street, Suite 2200, Denver, Colorado 80202.
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12.0n information and belief, Defendant VENTION MEDICACQUISITION CO. owns all of
the common stock and other ownership interestsedémlant VENTION MEDICAL, INC. (F/K/A
THE MEDTECH GROUP INC.).

13.0On information and belief, Defendant VENTION MEDICAIOLDINGS, INC. owns all of
the common stock and other ownership interestedéimant VENTION MEDICAL ACQUISITION
CoO.

14.0n information and belief, JOHNSON & JOHNSON andNJHON MEDICAL, INC. were
the agents, representatives, joint venturers, &ggs, co-conspirators, consultants, predecessors,
successors, servants or employees of each other.

15.Defendants have been engaged in the business efarobing, testing, developing,
manufacturing, packaging, distributing, licensifaheling, promoting, marketing and selling, either
directly or indirectly through third parties or a&d entities, Gynecare laparoscopic power
morcellators, both in South Carolina and throughbatUnited States.

16. All Defendants are diverse from the Plaintiff arré aubject to service of process. This
Court properly may exercise personal jurisdictiorerothem. Each Defendant has sufficient
minimum contacts with the state of South Carolmhé sued and be required to defend here.

17.Venue is proper here because all or a substamtiabpthe events at issue occurred within
this U.S. Judicial District, and in Charleston Cguisouth Carolina, specifically.

ALLEGATIONS

18. Laparoscopic Power Morcellators are electricallywpred medical tools with spinning
blades that shred, grind, and core tissue intolsmaikeces or fragments so that the tissue can be
removed through small incisions or extraction “pbrh the abdomen.

19.Conventional myomectomies are performed by remouiegine fibroids essentially

intact and leaving a woman’s uterus intact. Corigeat hysterectomies without the use of

4
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power morcellators, remove the entire uterus egdbnntact.

20.0Over the last few decades, many conventional hgstemy and myomectomy
procedures have been supplanted with electric loapapic Power Morcellator devices to
remove uterine fibroids or other tissue, and hawereiasingly replaced traditional open
abdominal surgical hysterectomies, myomectomies |@marotomies.

21.Laparoscopic Power Morcellators are designed witrasper that pulls the tissue up
against the sharp, rotating blades, severing theddled tissue from the rest of thege mass
and continuously pulling cut portions of tissuethpugh the tube.

22.The morcellator’'s spinning blade shreds the tissiasses at a high velocity and can
disperse cellular particles from the shredded éishroughout the abdomen during surgery.

23.During tissue morcellation, the morcellated fragtsaan be left in the abdomino-pelvic
cavity, or attach to surrounding organs (such eddbps of the bowel), and cancerous and non-
cancerous fibrotic cells can travel to remote arehshe body through the vasculature or
lymphatic system.

24.0nce disseminated in the body, morcellated fragsher@n become implanted in
surrounding tissue or organs, and begin to grow.

25.When tissue fragments escape into the abdominoepedwity and seed in other tissue
or organs, complications can arise months or yaihes the surgery.

26.As a result, the Laparoscopic Power Morcellator diaeeminate benign tissue following
morcellation with subsequent prolific and “parasitgrowth including fibroids, endometriosis,
and adenomyosis as well as abscess formation atdmnies.

27.An alternative method of performing this procedigravith the use of a surgical bag to

contain tissue that might otherwise be dissemin#itealghout the abdomen. At the time of
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Plaintiff's procedure in 2008, Defendants did n@mafacture a bag that could be used during a
morcellation procedure to prevent the disseminaticiissue.

28.Plaintiff JOAN L. SCHWARTZ underwent a laparoscopigrgical procedure on April
11, 2008, at MUSC in Charleston, South Carolina. $tegeon, David E. Soper, M.D., noted in
his operative report that he performed a “laparpsccupracervical hysterectomy and left
salpingo oophorectomy” and “...we systematically netieted 980 g worth of uterus and fibroid
and left tube and ovary.” On information and belieé morcellation of the uterus was performed
using a Gynecare Morcellex Morcellator.

29.Plaintiff JOAN L. SCHWARTZ trusted that seriouskssassociated with the use of a
Gynecare Morcellex Morcellator such as the upstagidissemination and seeding of
endometriosis and fibroid tissue, fibroid tissugl @andometriosis would have been included and
emphasized in the written product information pdad to her surgeon. The Plaintiff relied upon
the fact that the occurrence of upstaging, dissatitin and seeding of endometriosis and fibroid
tissue, fibroid tissue, and endometriosis werdistad or emphasized in the product’s warnings
as a basis to believe that the Gynecare Morcellesc®llator was safe for use during her surgery
and would not cause the upstaging, disseminatidrsaeding of endometriosis and fibroid tissue.

30.Had the Plaintiff been adequately warned that Gareed/orcellex Morcellator could
cause the upstaging, dissemination and seedingdoiheetriosis and fibroid tissue, fibroid tissue,
and endometriosis she would not have agreed tprteedure.

31.In 2012, Plaintiff was found to have endometriosispreading of uterine cells into the
abdomen, and leiomyomatosis, an overgrowth of iitbmasses, both of which are painful
conditions and were later determined to be direattifbutable to the surgery performed on her

using the Gynecare Morcellex Morcellator.
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32.Plaintiff has had to undergo major exploratory suyg right salpingo-oophorectomy,
radical resection of peritoneal masses and a paigi@oid resection and reanastomosis. She will
likely have to undergo additional surgeries andtireents in the future.

33. Plaintiff was forced to miss between eight and mmeeks of work and was required to
hire a caregiver for several weeks as she was ernahdrive or care for herself due to the her
exploratory surgery.

34.Defendants were responsible for designing, resewych developing, testing,
manufacturing, packaging, labeling, marketing, potng, distributing and/or selling
Laparoscopic Power Morcellators under the followingde names: the Gynecare Morcellex
Tissue Morcellator, the Morcellex Sigma Tissue Mdletor System, and the Gynecare X-tract
Tissue Morcellator.

A. EDA Action and the “World Wide Withdrawal” of Johns on & Johnson Laparoscopic
Power Morcellators

35.0n April 17, 2014, the FDA released a Safety Comication Notice and Quantitative
Assessment to inform health care providers andptiigic that “based on currently available
information, the FDA discourages the use of lapawp& power morcellation during hysterectomy
or myomectomy for the treatment of women with uterifibroids.” 4/17/2014 FDA Safety
Communication.

36.0n April 30, 2014, Defendants suspended worldwale sf their Laparoscopic Power
Morcellators, which according to Defendants, wast ‘& product removal.”

37.0n July 30, 2014, Defendants issued an urgent wadkl withdrawal of the Gynecare
Morcellators. Even so, Defendants continued to defend their laguapic Power Morcellators

urging that patients could benefit from their use.
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38.0n November 24, 2014, the FDA issued an updated $&Aty Communication regarding
Laparoscopic Power Morcellators asking product nfesturers to include two contraindications
and a boxed warning in their product labeling, vihi@arned the medical community against using
laparoscopic power morcellators in the majority wbmen undergoing myomectomy or
hysterectomy. The warnings included:

CONTRAINDICATION: Laparoscopic power morcellators are contraindicated for
removal of uterine tissue containing suspected fibroidsin patients who are:

a. peri- or post-menopausal, or
b. candidatesfor en bloctissueremoval, for example, through the vagina or viaa mini-
laparotomy incision.

WARNING: Uterine tissue may contain unsuspected cancer. €huse of
laparoscopic power morcellators during fibroid surgery may spread
cancer, and decrease the long-term survival of pants. This information
should be shared with patients when considering sgery with the use of
these devices.

Immediately In Effect Guidance Document: Productélang for Laparoscopic Power
Morcellators, November 25, 2014) available at tb&\Rvebsité.

AS A FIRST CAUSE OF ACTION: NEGLIGENCE

39.The allegations above are incorporated by referemsapport this Count.

40.The Defendants owed a duty to manufacture, compolabel, market, distribute, and
supply and/or sell products, including instrumefds uterine morcellation, specifically the
Gynecare Morcellator, in such a way as to avoidniar persons upon whom they are used, such

as Plaintiff herein, and to refrain from such aitiég following knowledge and/or constructive

1 http://www.fda.gov/ucm/groups/fdagov-public/ @fdagmeddev-gen/documents/document/ucm424123. pdf
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knowledge that such product is harmful to persgmuwhom it is used.

41.Defendants owed a duty to warn of the hazards amgjets associated with the use of
its product the Gynecare Power Morcellator andagisociated minimally invasive gynecologic
products, for patients such as plaintiff hereinasdo avoid harm.

42.Defendants, acting by and through their authordieidions, subsidiaries, agents, servants,
and employees, were guilty of carelessness, restkdss, negligence, gross negligence and willful,
wanton, outrageous and reckless disregard for huifiessind safety in manufacturing, designing,
labeling, marketing, distributing, supplying and/elling and/or placing into the stream of
commerce, the Gynecare Morcellator, both geneeadtyin the following particular respects:

a. failing to conduct adequate and appropriate testingstruments such as the Gynecare
Morcellator, specifically including, but not limdeto, products used for uterine morcellation;

b. putting products used for uterine morcellation sashthe Gynecare Morcellator on the
market without first conducting adequate testingetermine possible side effects;

c. putting products used for uterine morcellation sashthe Gynecare Morcellator on the
market without adequate testing of its dangersutodms;

d. failing to recognize the significance of their ow@nd other testing of, and information
regarding, products used for uterine morcellatsuth as the Gynecare Morcellator, which testing
evidenced such products potential harm to humans;

e. failing to respond promptly and appropriately teithown and other testing of, and
information regarding products used for uterine eetdation, such as the Gynecare Morcellator
which indicated such products potential harm to s,

f. failing to promptly and adequately warn of the pi@ of the products used for uterine

morcellation to be harmful to humans;
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g. failing to promptly, adequately, and appropriatedgommend testing and monitoring of
patients upon whom products used for uterine miatoeh in light of such products potential harm
to humans;

h. failing to properly, appropriately, and adequat®lgnitor the post-market performance of
products used for uterine morcellation and suchlpects effects on patients;

i. concealing from the FDA, National Institutes of Heathe general medical community
and/or physicians, their full knowledge and expsreeregarding the potential that products used
for uterine morcellation, specifically the GynecMercellator, are harmful to humans;

J.  promoting, marketing, advertising and/or sellingducts used for uterine morcellation
such as the Gynecare Morcellator, for use on pati@iven their knowledge and experience of
such products’ potential harmful effects;

k. failing to withdraw products wused for uterine mdiatgon from the
market, restrict its use and/or warn of such prtglymtential dangers, Given their knowledge of
the potential for its harm to humans;

I. failing to fulfill the standard of care required @feasonable, prudent, minimally invasive
gynecological surgical products manufacturer endaigethe manufacture of said products,
specifically including products used for uterinerg®lation such as the Gynecare Morcellator;

m. placing and/or permitting the placement of the paisl used for uterine morcellation,
specifically the Gynecare Morcellator, into theeatn of commerce without warnings of the
potential for said products to be harmful to humansd/or without properly warning of said
products’ dangerousness;

n. failing to disclose to the medical community in @opropriate and timely manner, facts

relative to the potential of the products used dtarine morcellation, including the Gynecare

10
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Morcellator, to be harmful to humans;

o. failing to respond or react promptly and approgtyat to reports of
products used for uterine morcellation causing hdompatients, including the Gynecare
Morcellator;

p. disregarding the safety of users and consumersoolfupts used for uterine morcellation,
including plaintiff herein, under the circumstantgsfailing adequately to warn of said products'
potential harm to humans;

g. disregarding the safety of users and consumershef groducts used for uterine
morcellation, including plaintiff herein, and/or rh@hysicians’ and/or hospital, under the
circumstances by failing to withdraw said produoten the market and/or restrict their usage;

r. disregarding publicity, government and/or indugtydies, information, documentation
and recommendations, consumer complaints and seepod/or other information regarding the
hazards of the products used for uterine morcetiadind their potential harm to humans;

s. failing to exercise reasonable care in informing/gdtians and/or hospitals using the
products used for uterine morcellation about tleim knowledge regarding said products’
potential harm to humans;

t. failing to remove products used for uterine moatéi from the stream of commerce;

u. failing to test products used for uterine morcedatproperly and/or adequately so as to
determine its safety for use;

v. promoting the products used for uterine morceliatas safe and/or safer than other
comparative methods;

w. promoting the products used for uterine morceltabo websites aimed at creating user

and consumer demand;

11
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x. failing to conduct and/or respond to post-marketsugveillance of complications and
injuries;

y. failing to use due care under the circumstances;

z. failing to monitor, analyze and report adverse {sasgical outcomes stemming from the
use of the Gynecare Morcellator.

aa.failing to monitor, analyze and report adverse q{sosgical outcomes
stemming from the use of the Gynecare Morcellaidhé FDA,

bb. failing to utilize, include, require or adequatezommend the use of a closed system such
as a tissue bag to contain morcellated tissue featgn and thereby
prevent the relevant risk known to Defendants frmm@ of their product, namely dissemination of
parasitic fibroids, the adverse event which speailly occurred in Ms. Schwartz’s case;

cc. such other acts or omissions constituting negligemd carelessness as may appear during
the course of discovery or at the trial of this teat

43. As a direct and proximate result of the negligent/ar reckless and/or wanton acts and/or
omissions of Defendants, Plaintiff suffered serioysries, and/or financial losses and harm.

WHEREFORE, Plaintiffs demand judgment against e8afendant for compensatory,
statutory and punitive damages, together with @stiercosts of suit, attorneys’ fees and all such
other relief as the Court deems appropriate putdoadhe common law and statutory law.

AS A SECOND CAUSE OF ACTION: DEFECTIVE MANUFACTURIN G

44. Plaintiffs incorporate by reference all other pasgds of this complaint as if fully set
forth, and further allege as follows:
45. Defendants were and are engaged in the businesdliolg the Gynecare Morcellator in

the State of South Carolina.

12
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46. The Gynecare Morcellator manufactured, marketeainpted and sold by Defendants was
expected to, and did, reach Plaintiff Joan L. Setemaithout substantial change in the condition
in which it was sold.

47.Defendants have introduced a product into the sti@acommerce which is dangerous and
unsafe in that the harm of the Gynecare Morcellatiiweighs any benefit derived therefrom. The
unreasonably dangerous nature of Gynecare Moroellatised serious harm to Plaintiff.

48.Defendants manufactured, marketed, promoted and solproduct thatwas not
merchantable and/or reasonably suited to the usaded, and its condition when sold was the
proximate cause of the injuries sustained by tlagEtf.

49. As a direct and proximate result of the subjectipot’s defective design, Plaintiff suffered
severe and permanent physical injuries. Plaihtif endured substantial pain and suffering. She
has incurred significant expenses for medical eacktreatment, and will continue to incur such
expenses in the future. Plaintiff has suffered ardcontinue to suffer economic loss, and has
otherwise been physically, emotionally and econaityiénjured. Plaintiff's injuries and damages
are permanent and will continue into the futurdne Plaintiff seeks actual and punitive damages
from the Defendants as alleged herein

50.Defendants placed Gynecare Morcellator into theastr of commerce with wanton and
reckless disregard for the public safety.

51.Defendants knew and, in fact, advertised and prechtite use of Gynecare Morcellator
despite their failure to test or otherwise detemprtime safety and efficacy of such use. As a
direct and proximate result of the Defendants' sfilead promotional activity, physicians began

commonly utilizing this product as safe and effesti

13
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52.Despite the fact that evidence existed that theotiSgynecare Morcellator was
dangerous and likely to place users at seriousoishkeir health, Defendants failed to disclose
and warn of the health hazards and risks associdtbdhe Gynecare Morcellator and in fact
acted to deceive the medical community and pulbliarge, including all potential users of
Gynecare Morcellator by promoting it as safe ardaotive.

53. Defendants knew or should have known that physsceard other healthcare providers
began commonly using this device as a safe andtieietool for uterine surgery despite its lack
of efficacy and potential for serious permanene stfects.

54.There are comparative products on the market vaifér alternative designs in that they
provide equal or greater efficacy and far less. riSkere are also safer medical procedures that
exist where the physicians do not need to use aetiator.

55.As a direct and proximate result of one or moréhese wrongful acts or omissions of the
Defendants, Plaintiff suffered profound injuriegquired and continues to require medical

treatment, and incurred and continues to incur oadnd hospital expenses.

AS A THIRD CAUSE OF ACTION: DESIGN DEFECT

56. Plaintiffs incorporate by reference all other pasgds of this complaint as if fully set forth,
and further allege as follows:

57.Defendants were and are engaged in the businesslioly Gynecare Morcellator in the
State of South Carolina.

58.The Gynecare Morcellator manufactured, marketeainpted and sold by Defendants
was expected to, and did, reach Plaintiff withauistantial change in the condition in which it

was sold.

14
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59.The foreseeable risks associated with the desiforowlation of the Gynecare
Morcellator include, but are not limited to, thetféghat the design or formulation of Gynecare
Morcellator is more dangerous than a reasonablggimuconsumer would expect when used in
an intended or reasonably foreseeable manner.

60. Defendants manufactured, marketed, promoted adasptoduct thatvas not
merchantable and/or reasonably suited to the uerdad, and its condition when sold was the
proximate cause of the injuries sustained by tlagEtf.

61. Defendants placed Gynecare Morcellator into theastr of commerce with wanton and
reckless disregard for the public safety.

62. Defendants knew or should have known that physscaard other healthcare providers
began commonly utilizing this product as a safe efifective device for uterine surgery despite
its lack of efficacy and potential for serious seftects.

63. There are products on the market with safer alter@maesigns in that they provide equal
or greater efficacy and far less risk. Physicieans also remove the uterus and fibroids intact
without using the morcellator avoiding the risk ed$y morcellation.

64.As a direct and proximate result of one or mortéhese wrongful acts or omissions of the
Defendants, Plaintiff suffered profound injuriegquired and continues to require medical
treatment, and incurred and continues to incur oa@ind hospital expenses.

AS A FOURTH CAUSE OF ACTION:
FAILURE TO WARN

65. Plaintiffs incorporate by reference all other paagips of this complaint as if fully set
forth, and further allege as follows:
66. The Gynecare Morcellator is a defective and theesfmreasonably dangerous product,

because its labeling fails to adequately warn cowese and prescribers of, among other things:

15
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a. the risk of aggressively disseminating parasitisue beyond the uterus;

b. failing to advise doctors to carefully monitor atis following Laparoscopic
Power Morcellator surgery to evaluate for the pneseof iatrogenic
endometriosis and/or leiomyomatosis at an earhée dnd to allow for
appropriate treatment in the event of such a figidin

c. The actual rates at which laparoscopic power miatoes disseminate and/or
upstage cancerous and non-cancerous fibroid tumors;

d. That laparoscopic power morcellators are associaigdworse long-term
medical outcomes than other fibroid treatments beeaf the risk of tumors
being spread and implanted by the use of the deaio®

e. The risks of spreading and upstaging cancer andaocerous tumors, the
need for additional treatment and procedures arigéoneed for additional
surgery as well as other severe and permanent lbesisequences,
notwithstanding Defendants’ knowledge of an incedassk of these injuries
and side effects over other forms of treatmentferine fibroid removal.

67.Defendants researched, developed, designed, testatyfactured, inspected, labeled,
distributed, marketed, promoted, sold, and otherwdeased into the stream of commerce the
pharmaceutical, Gynecare Morcellator, and in thes®of same, directly advertised or marketed
the product to consumers or persons responsibleoftsumers, and therefore had a duty to warn
of the risks associated with the use of Gynecarechiator.

68.The Gynecare Morcellator was under the exclusivetrob of Defendants and was
unaccompanied by appropriate warnings regardingfathe risks associated with its use. The

warnings given did not accurately reflect the riskjdence, symptoms, scope or severity of such

16
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injuries to the consumer or physicians. The proomat activities of Defendants further diluted
or minimized the warnings given with the product.

69. Defendants downplayed the serious and dangeroaseffiects of Gynecare Morcellator
to encourage sales of the product; consequentlgrdants placed its profits above its customers'
safety.

70.The Gynecare Morcellator was defective and unrestsgndangerous when it left the
possession of Defendants in that it contained wgmiinsufficient to alert Plaintiffs to the
dangerous risks and reactions associated withvénEhough Defendants knew or should have
known of the risks and reactions associated witheggre Morcellator, they still failed to provide
warnings that accurately reflected the signs, spmpt incident, scope, or severity of the risks
associated with the product.

71.Plaintiff used Gynecare Morcellator as intended asdhdicated by the package labeling
and instructions or in a reasonably foreseeablengran

72.Plaintiff could not have discovered any defect ign€care Morcellator through the
exercise of reasonable care.

73.Defendants, as manufacturers of pharmaceuticakdarg held to the level of knowledge
of an expert in the field and, further, Defenddmas knowledge of the dangerous risks and side
effects of the Gynecare Morcellator.

74.Plaintiff did not have the same knowledge as Dedetgl and no adequate warning was
communicated to her physician(s).

75. Defendants had a continuing duty to warn consunieckjding Plaintiff, her physicians,

and the medical community of the dangers assochttdthe Gynecare Morcellator, and by

17
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negligently and/or wantonly failing to adequatelgrw of the dangers associated with its use,
Defendants breached their duty.

76. Although Defendants knew, or were reckless in mavking, of the defective nature of the
Gynecare Morcellator, they continued to design, ufecture, market, and sell the product without
providing adequate warnings and instructions camnogrthe use of the morcellator so as to
maximize sales and profits at the expense of thdiphealth and safety, in knowing, conscious,
and deliberate disregard of the foreseeable hausetbby the Gynecare Morcellator.

77.As a direct and proximate result of one or mortéheke wrongful acts or omissions of the
Defendants, Plaintiff suffered profound injuriegquired and continues to require medical
treatment, and incurred and continues to incur oadnd hospital expenses.

WHEREFORE, Plaintiffs demand judgment against daefendants for compensatory,
statutory and punitive damages, together with @stiercosts of suit, attorneys’ fees and all such
other relief as the Court deems appropriate putdoadhe common law and statutory law.

AS A FIFTH CAUSE OF ACTION:
STRICT LIABILITY

78. Plaintiffs incorporate by reference all other paagips of this complaint as if fully set
forth herein, and further allege as follows:

79.Defendants are manufacturers and/or suppliers aeGare Morcellator and are strictly
liable to Plaintiffs for designing, creating, maacturing, distributing, selling and placing
Gynecare Morcellator into the stream of commerce.

80. The Gynecare Morcellator manufactured and/or seddlly Defendants was defective in
design or formulation in that, when it left the darof the manufacturer and/or suppliers, it was
unreasonably dangerous, it was more dangerousathardinary consumer would expect and

more dangerous than other surgical alternatives.
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81.The Gynecare Morcellator was defective in desigfoonulation in that, when it left the
hands of the manufacturer and/or suppliers, thesmable risks exceeded the benefits associated
with the product design.

82.The Gynecare Morcellator was also defective dueadequate warnings or instructions
because the manufacturer knew or should have kitloatrGynecare Morcellator created, among
other things, a risk of dissemination of paradissue beyond the uterus and/or leiomyomatosis
and requirement of subsequent preventative tredfraed the Defendants failed to adequately
warn of these risks.

83.The Gynecare Morcellator was defective due to igadee pre-marketing testing.

84.Defendants failed to provide adequate initial wagsiand post-marketing warnings or
instructions after the manufacturer and/or supgdieew or should have known of the extreme
risks associated with the Gynecare Morcellator @mdinues to promote and sell the Gynecare
Morcellator in the absence of those adequate wgsnin

85.As a direct and proximate result of one or moréhese wrongful acts or omissions of the
Defendants, Plaintiff suffered profound injuriegquired and continues to require medical
treatment, and incurred and continues to incur oadnd hospital expenses.

WHEREFORE, Plaintiffs demand judgment against e8afendant for compensatory,
statutory and punitive damages, together with @stiercosts of suit, attorneys’ fees and all such
other relief as the Court deems appropriate putdoadhe common law and statutory law.

AS A SIXTH CAUSE OF ACTION:
BREACH OF IMPLIED WARRANTY

86. Plaintiffs incorporate by reference all other paggdps of this complaint as if fully set forth

herein, and further allege as follows:
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87.Defendants marketed, manufactured, promoted, kiigagd and/or sold Gynecare
Morcellator as safe for use by the public at largeluding Plaintiff, who underwent a procedure
involving the Gynecare Morcellator. Defendants Wrihe use for which their product was
intended and impliedly warranted the product t@bmerchantable quality, safe and fit for use.

88. Plaintiff reasonably relied on the skill and judgmef the Defendants, and as such their
implied warranty, in undergoing a procedure invotythe Gynecare Morcellator.

89. Contrary to same, Gynecare Morcellator was not efamantable quality or safe or fit for
its intended use, because it is unreasonably dangand unfit for the ordinary purpose for which
it was used.

90.As a direct and proximate result of one or moréhese wrongful acts or omissions of the
Defendants, Plaintiff suffered profound injuriegquired and continues to require medical
treatment, and incurred and continues to incur oadnd hospital expenses.

WHEREFORE, Plaintiffs demand judgment against daefendants for compensatory,
statutory and punitive damages, together with @stiercosts of suit, attorneys’ fees and all such
other relief as the Court deems appropriate putdoadhe common law and statutory law.

AS A SEVENTH CAUSE OF ACTION:
PERSONAL INJURY — JOAN L. SCHWARTZ

91. Plaintiffs incorporate by reference all other pasgds of this complaint as if fully set forth,
and further allege as follows:

92.Plaintiff underwent a hysterectomy wherein a Gymecdorcellex Morcellator
manufactured by the Defendants was utilized onlAgdrj 2008.

93.The Gynecare Morcellator inserted into Plaintiffsala substantially the same form when

inserted as it was when placed into the streanowincerce by the Defendants.
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94.In 2012, Plaintiff was found to have endometriosispreading of uterine cells into the
abdomen, and leiomyomatosis, an overgrowth of iitbmasses, both of which are painful
conditions and are directly attributed to the swygeerformed on her using the Gynecare
Morcellex Morcellator.

95. Plaintiff has had to undergo major exploratory suyg right salpingo-oophorectomy,
radical resection of peritoneal masses and a paigenoid resection and reanastomosis as a
result of her conditions caused by the use of Dodats’ morcellator, and will likely have to
undergo additional surgeries and treatments irfiutee.

96.Defendants’ conduct, and/or their Gynecare Mortallparoduct, as set forth in any one,
all, or a combination of the bases of liability mtiéied above, substantially contributed to causing
Plaintiff's medical problems.

97. Plaintiff was unaware, and did not have the capaacibe aware, of the connection between
the Gynecare Morcellator and the potential dissatron of and seeding of endometriosis and
fibroid tissue, fibroid tissue, and endometriogishe time the Gynecare Morcellator was used in
her procedure.

98. As a result of her medical problems, Plaintiff Selntz:

a. Suffered severe pain;
b. Underwent surgical procedures;
C. Received medical treatment, and will require addai medical treatment

in the future; and

d. incurred medical expenses and will incur additionatical expenses in the
future.
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92. As adirect and proximate result of one or morthese wrongful acts or omissions
of the Defendants, Plaintiff suffered profound mgs, required and continues to require medical
treatment, and incurred and continues to incur oadnd hospital expenses.

WHEREFORE, Plaintiffs demand judgment against daefendants for compensatory,
statutory and punitive damages, together with @stiercosts of suit, attorneys’ fees and all such
other relief as the Court deems appropriate putdoadhe common law and statutory law.

AS A EIGHTH CAUSE OF ACTION:
BREACH OF EXPRESS WARRANTY

93. Plaintiffs incorporate by reference all other paggdps of this complaint as if fully
set forth and further alleges as follows:

94. The aforementioned manufacturing, designing, disting, marketing, and
promoting of Gynecare Morcellator were expresslyraaed to be safe by Defendants for
Plaintiff and members of the public generally. At time of the making of these express
warranties, Defendants had knowledge of the foeddeepurposes for which Gynecare
Morcellator was to be used and Defendants warratitedGynecare Morcellator to be in all
respects safe, effective and proper for such pepos

95. The Gynecare Morcellator does not conform to thespress warranties and
representations because Gynecare Morcellator isafetor effective and may produce serious
side effects.

96. As adirect and proximate result of one or morthese wrongful acts or omissions
of the Defendants, Plaintiff suffered profound nngs that required medical treatment and incurred
medical and hospital expenses.

WHEREFORE, Plaintiffs demand judgment against Deéets for compensatory,

statutory and punitive damages, together with @sigrcosts of suit, attorneys' fees and all such
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other relief as the Court deems appropriate putdoadhe common law and statutory law.

AS A NINTH CAUSE OF ACTION:
NEGLIGENT MISREPRESENTATION

97.  Plaintiffs incorporate by reference all other paggdps of this complaint as if fully
set forth and further alleges as follows:

98. Defendants, having undertaken the designing, maturfag, marketing,
distribution and/or promotion of Gynecare Morcallatowed a duty to provide accurate and
complete information regarding Gynecare Morcellator

99. Defendants falsely represented to Plaintiff thah&are Morcellator was a safe
and effective surgical tool. The representatiopdlefendants were in fact false, as Gynecare
Morcellator is not safe and is dangerous to thdtihed its users.

100. At the time the aforesaid representations were madéendants concealed from
Plaintiff and health care providers information abthe propensity of Gynecare Morcellator to
cause great harm. Defendants negligently misrepted claims regarding the safety and efficacy
of Gynecare Morcellator despite the lack of infotima regarding same.

101. These misrepresentations were made by Defendarits the intent to induce
Plaintiff to undergo a procedure using the Gyneséwoecellator, which caused her injury.

102. Atthe time of Defendants' misrepresentations angsions, Plaintiff was ignorant
of the falsity of these statements and reasonadiig\y®ed them to be true.

103. Defendants breached their duties to Plaintiff byvpting false, incomplete and/or
misleading information regarding their product. aiRliff reasonably believed Defendants'
representations and reasonably relied on the acgwfathose representations when agreeing to

treatment with Gynecare Morcellator.
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104. As adirect and proximate result of one or morthete wrongful acts or omissions
of the Defendants, Plaintiff suffered a profoundiy that required medical treatment and incurred
medical and hospital expenses.

WHEREFORE, Plaintiffs demand judgment against De#erts for compensatory,
statutory and punitive damages, together with @siercosts of suit, attorneys' fees and all such
other relief as the Court deems appropriate putdoadhe common law and statutory law.

AS A TENTH CAUSE OF ACTION:
FRAUDULENT MISREPRESENTATION AND OMISSION

105. Plaintiffs incorporate by reference all other pasgips of this complaint as if fully
set forth, and further allege as follows:

106. Upon information and belief, the Defendants' sta&tet®m about the Gynecare
Morcellator, as they appear in the manual whicloagzanied the device used for Ms. Schwartz's
surgery in 2008, wrongly and falsely convey thatdevice may be used safely in surgeries of the
type performed on Ms. Schwartz without a tissuetbampntain fragmented tissue. The Defendants
knew or should have known that (a) the device ate for use without containment of tissue
fragments even when cancer is not suspected aedteétby standard procedures prior to the
morcellation surgery, and (b) in at least 1 in 888es, the device will disseminate cancer which
is not suspected and detected prior to the surgery.

107. Defendants, having undertaken design, formulatibesting, manufacture,
marketing, sale, and distribution of devices usediferine morcellation, including the Gynecare
Morcellator, owed a duty to provide accurate andglete information regarding said instruments.

108. Defendants, having undertaken design, formulatibesting, manufacture,
marketing, sale, and distribution of devices usediferine morcellation, including the Gynecare

Morcellator, owed a duty to monitor, analyze arngbré adverse outcomes stemming from the use
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of the Gynecare Morcellator.

109. Defendants, having undertaken design, formulatioesting, manufacture,
marketing, sale, and distribution of devices usediferine morcellation, including the Gynecare
Morcellator, owed a duty to provide accurate anthglete information regarding said devices.

110. Defendants had a duty to provide Plaintiff, her pbjans, and other patients and
doctors concerned with true and accurate informatiegarding the devices for uterine
morcellation it manufactured, marketed, distribuded sold, including the Gynecare Morcellator.
They failed to perform that duty, omitting mateiiflormation about the instrument’s risks.

111. Defendants made representations and failed toodischaterial facts with the intent
to induce consumers, including Plaintiff, and thedmal community to act in reliance by using
and having used on her the Gynecare Morcellatoe. Hllaintiff's doctor, the Plaintiff, and the
medical community justifiably relied on Defendamegpresentations and omissions by using and
having used on her the Gynecare Morcellator.

112. Defendants' representations and omissions regandmgf its uterine morcellation
device were a direct and proximate cause of thimti#fa injuries, specifically the dissemination
of parasitic tissue, requiring her to undergo im@sand dangerous subsequent treatment.
Wherefore, on this Count, Plaintiff respectfullguoests that the Court enter judgment in her favor
against Defendants for all damages allowed by lammpensatory and punitive, in the utmost
amounts allowed by law, to be decided by a jurysphterest, costs, and attorneys' fees.

AS AN ELEVENTH CAUSE OF ACTION:
FRAUD BY CONCEALMENT

113. Plaintiffs incorporate by reference all other pasgips of this complaint as if fully

set forth and further alleges as follows:
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114. Defendants had a duty and obligation to disclos@ltntiff that the aforesaid
product was dangerous and likely to cause serieattth consequences to users when used as
manufactured.

115. Defendants intentionally, willfully, and malicioystoncealed and/or suppressed
the facts set forth above from Plaintiff with timeint to defraud her as herein alleged.

116. Neither Plaintiff nor her physicians were awaréhaf facts set forth above, and had
they been aware of said facts would not have ussdievice.

117. As a proximate result of the concealment and/opsegsion of the facts set forth
above, Plaintiff has proximately sustained damageset forth herein.

118. As a direct and proximate result of one or morthetke wrongful acts or
omissions of the Defendants, Plaintiff sufferedirgs that required medical treatment and
incurred medical and hospital expenses.

WHEREFORE, Plaintiffs demand judgment against Da#erts for compensatory,
statutory and punitive damages, together with @stercosts of suit, attorneys' fees and all such
other relief as the Court deems appropriate putdoadhe common law and statutory law.

REQUEST FOR PUNITIVE DAMAGES

110. Plaintiffs incorporate by reference all other pasghs of this complaint as if fully

set forth, and further alleges as follows:

120. At all times relevant herein, Defendants:
a. knew that Gynecare Morcellator was dangerous agiteictive;
b. concealed the dangers and health risks from Hiaipliysicians,

pharmacists, other medical providers, the FDA, tiedoublic at large;
C. made misrepresentations to Plaintiff, her physgjigmarmacists,

hospitals and medical providers and the publicanegal as previously
stated herein as to the safety and efficacy ofajxeecare Morcellator;
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d. with full knowledge of the health risks associavath the Gynecare
Morcellator and without adequate warnings of theesamanufactured,
marketed, promoted, developed, sold and/or disgtbGynecare
Morcellator for routine use.

121. Defendants, by and through officers, directors, agamg agents, authorized sales
representatives, employees and/or other agentsewiaged in malicious, fraudulent and
oppressive conduct towards Plaintiff and the pulalated with willful and wanton and/or
conscious and reckless disregard for the safeBlahtiff and the general public.

122. As a direct and proximate result of one or morthee wrongful acts or omissions
of the Defendants, Plaintiff suffered profound ngs that required medical treatment and
incurred medical and hospital expenses, for whiemeff has become liable.
WHEREFORE, Plaintiffs demand judgment against De#erts for compensatory,

statutory and punitive damages, together with @siercosts of suit, attorneys' fees and all such

other relief as the Court deems appropriate putdoadhe common law and statutory law.

PRAYER FOR RELIEF
Plaintiffs demand judgment against Defendantscéonpensatory, statutory and punitive
damages, together with interest, costs of suibyratys' fees and all such other relief as the Court

deems appropriate pursuant to the common law atotsty law.
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JURY DEMAND

Demand is hereby made for trial by jury on sdles raised by these pleadings.

Respectfully submitted this th& 4lay of February, 2016.
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