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CONSULTANTS, INC.; } 3. STRICT LIABILITY - DESIGN
and DOES | THROUGH 25, inclusive; } DEFECT AND/OR

) MANUFACTURING DEFECT
Defendants. ) 4. BREACH OF IMPLIED

) WARRANTY

} 5. BREACH OF EXPRESS

) WARRANTY

) 6. NEGLIGENCE

) 7. MISREPRESENTATION
) 8. LOSS OF CONSORTIUM
) 9. PUNITIVE DAMAGES
)

COME NOW Plaintiffs, GARY LANGFORD and LAURA LANGFORD;
(“Plaintiffs™), and bring suit against Defendants BIOMET, INC., BIOMET ORTHOPEDICS,
LLC, BIOMET U.S. RECONSTRUCTION, LLC, BIOMET MANUFACTURING, LLC and
ZIMMER BIOMET HOLDINGS, INC (hereafier collectively referred 1o as “Biomet” or
“Biomet Defendants”) and CHRISTOPHER ROBBINS, COMPREHENSIVE SURGICAL
SERVICES, INC. and ZIMMER BIOMET SOUTHERN CALIFORNIA (hereafter collectively
referred to as “Distributors” or “Distributor Defendants™) and JOHN CUCKLER, M.D.
(hereafter “Cuckler™) and ALABAMA MEDICAL CONSULTANTS, INC. (hereafler

collectively referred to as “Cuckler Defendants™), and DOES 1 through 25, inclusive, and state

as follows:

Table of Contents
STATEMENT OF FACTS K
A.  The Biomet Magnum is different than the typical hip replacement 8

B.  Metal on metal hip replacements were tricd decades ago, failed, and abandoned 9
C.  Biomet and Cuckler revived abandoned metal on metal hip replacements with the
Magnum 9
D. Biomet And Cuckler Employed Loopholes to Avold Testing Magnum 10
E. Defendants Fraudulently Misrepresented to the Public by Marketing The Magnum
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As Having “Low Wear”

F. Defendants Suppressed Reports of Problems with the Magnum And Deceived
Surgeons into Believing That Concerns About Heavy Metal Poisoning Were False

G.  Defendants Claimed That the Magnum Was A “Lifetime Hip™ And Suitable for
Use in Younger, More Active Patients

H. Biomet Falsely Claimed It Conducted Extensive Testing of Magnum
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J. Cuckler Conducted Secret Magnum Marketing Campaign in Exchange for Millions
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K. Thousands of Biomet Magnum metal on metal hip replacement systems are
presently implanted in the bodies of California citizens
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P. Biomet warned that CT/MRI scanning was necessary to see tissue death from
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Q. Finland university reporis severe adverse reactions from Biomet metal on metal hip
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R. Biomet used Olympic gymnast Mary Lou Retton as Magnum spokesperson
S.  Mary Lou Retton has sued Biomet over defective Magnum hip replacements

T. Despite knowing of the failure of the Magnum in Mary Lou Retton for vears,
Biomet continues to claim her as a success story

U.  Auwvstralian government required Biomet to recall Magnum
V.  Since 2012 Biomet has had false Magnum failure rate data posted on its website

W. Biomet metal on metal hips are a ticking time-bomb implanted in thousands of
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X.  California is facing a public health disaster from unmonitored Magnums
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PARTIES, VENUE AND JURISDICTION
1. This is a lawsuit regarding a defective metal on metal hip replacement system
implanted in Plaintiff GARY LANGFORD, which was designed, developed, distributed,
manufactured, labelled, promoted, marketed, sold, and supplied by Defendants.

2, The particular hip replacement svstem at issue in this case is the “Biomet M2a
Magnum Metal on Metal Hip Replacement System” (hereafter referred to as the “Magnum™).
Biomei's M2a hip replacement system line consisied of several substantially similar metal on
metal hip replacement systems, including the M2a 387, M2a "Magnum”, and M2a “ReCap.”

3 Plaintiff GARY LANGFORD was implanted with the Biomet Magnum hip
replacement system in the State of California and is a resident of the State of California.

4, Al all imes relevant to this Complaint, Defendant BIOMET, INC. was and is an
Indiana-based multinational corporation, with its corporate headquarters in Warsaw, Indiana,
and facilities world-wide. Further, at all times relevant to this Complaint, Defendants BIOMET
ORTHOPEDICS, LLC; BIOMET U.S, RECONSTRUCTION, LLC; and BIOMET
MANUFACTURING, LLC each are and have been wholly owned subsidiaries of Defendant
BIOMET, INC. In June of 2015, BIOMET, INC, was purchased by ZIMMER BIOMET
HOLDINGS, INC, also having its world-wide corporate headquarters in Warsaw, Indiana.
From June of 2015 to present, all activities of the subsidiary companies relating to the product
at issue in this case were directed and controlled by ZIMMER BIOMET HOLDINGS, INC.
Hereafter, these defendants are referred to collectively as the “Biomet Defendants™ or simply
“Biomet.”

. B At all times relevani to this Complaint, CHRISTOPHER ROBBINS was a
citizen of the State of California, and currently resides at 228 McEwen Rd Waterford, CA

4
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6. At all times relevant to this Complaint, CHRISTOPHER ROBBINS, operated
his distributorship through his corporation, COMPREHENSIVE SURGICAL SERVICES,
INC.

7. COMPREHENSIVE SURGICAL SERVICES, INC., is a registered Nevada
corporetion with its principal place of business located in the State of California at 1521 N,
Carpenter, Modesto, CA 95351

8. Upon information and belief, from approximately 2005 to 2013,
CHRISTOPHER ROBRBINS, operating through his distnbutorship, had an agreement with the
Riomet Defendants to serve as their exclusive distributor for hip replacement systems in large
parts of California.

9, Pursuant to industry practice and contractual agreement, the exclusive distributor
for the Biomet Defendants was responsible for educating orthopedic surgeons about Biomet hip
replacement systems and the advantages, benefits, indications, templating, surgical
implantation, follow-up care, servicing, and addressing any post-surgical questions or concermns
regarding those Biomet hip replacement systems.

10. CHRISTOPHER ROBBINS, operating through his distributorship
COMPREHENSIVE SURGICAL SERVICES, INC., was responsible for promoting the
Magnum hip replacement to Plaintifi"s surgeon, distributed the actual Magnum hip replacement
system that was implanted in Plaintif"s body, had sales representatives present at the surgery to
implant the Magnum hip replacement into Plaintiff's body, and serviced the Magrum hip

replacement system implanted in Plaintiff's body.

5
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1.  Oninformation and belief, ZIMMER BIOMET SOUTHERN CALIFORNIA is
a citizen of the State of California, with offices at 1647 Yeager Avenue La Vemne, CA 91750
and 1623 Mission Drive Suite 11 Solvang, CA 93463, ZIMMER BIOMET SOUTHERN
CALIFORNIA is a subsidiary of Zimmer US, Inc., which is a subsidiary of ZIMMER
BIOMET HOLDINGS, INC.

12.  On information and belief, in June of 2015, ZIMMER BIOMET SOUTHERN
CALIFORNIA, became responsible for servicing the surgeons responsible for implanting the
Magnum hip replacement system in Plaintiff, the surgeons responsible for follow-up care of
Plaintiff, and thus responsible for servicing the Magnum hip replacement system implanted in
Plaintiff.

13.  Hereafter, these defendants: CHRISTOPHER ROBBINS, COMPREHENSIVE
SURGICAL SERVICES, INC. and ZIMMER BIOMET SOUTHERN CALIFORNIA, will be
referred 1o collectively as “Distributors.”

14.  The information that Distributors provided to Plaintiffs, Plaintiffs’ implanting
surgeon and citizens of the State of California about Biomet hip replacement systems far
exceeded the information provided on Magnum packaging or labeling.

15.  Distributors’ sales representatives selecled the components and tools to have
present in the operating room when GARY LANGFORD was surgically implanted with the
Biomet Magnum.

16.  Atall times relevant to this Complaint, Plaintiff’s surgeon relied upon
information provided by Distributors” sales representatives in selecting the Magnum hip
replacement for implantation into Plainuffs body.

6
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17.  Distributors profited from the promotion, sale, and servicing of the Magnum hip
replacement system at issue in the instant case at the time they were implanted in the body of
GARY LANGFORD.

18.  Following the Magnum hip replacement being implanted in the body of GARY
LANGFORD, Distributors continued to profit from the servicing of and the addressing of any
guestions or concerns regarding Biomet hip replacement systems.

19.  Defendant JOHN CUCKLER, M.D. is a citizen and resident of the State of
Florida. Defendant JOHN CUCKLER, M.D. has ongoing contact with the State of Califomnia
through years of presentations, including presentations related to the device and issues involved
in this matter.

20.  Defendant ALABAMA MEDICAL CONSULTANTS, INC. is an Alabama
corporation with its principal place of business in Naples, Florida, and as such is a citizen of the
State of Flonda.

21,  Plaintiffs are ignorant of the true names and capacities of the Defendants sued
herein as DOES 1 to 25, and therefore sue these Defendanis by such fictitious names. Plaintiffs
will amend this Complaint to allege the true names and capacities when that information is
ascertained. Plaintiffs arc informed and believe and, based on that information and belief, allege
that each such fictitiously named Defendant is legally responsible in some manner for the
occurrences alleged herein, and that the damages suffered from Plaintiffs’ injuries were
proximately caused by each such Defendant's actions.

22, Plaintff is informed and believes and, based on this information and belief,
alleges that Defendants, and each of them, were the agents, servants and employees of their Co-
Defendants, and in doing the things herein alleged were acting within the course, scope, purpose,

7
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and authority of such agency and employment with the full knowledge, permission and consent
of each of their co-Defendants.

23.  The Biomet Defendants and Distributors are severally and separately liable to the
Plaintiffs.

24.  Plaintiff"s ability to investigate and uncover Defendants’ wrongful conduct such
that Plaintiff could discover a potential cause of action against Defendants was delayed on
account of Defendants’ fraudulent concealment.

25.  Jurisdiction is proper in the courts of the State of Califomia because
CHRISTOPHER ROBRBINS and ZIMMER BIOMET SOUTHERN CALIFORNIA are citizens
of the State of California and Plaintiff’s injury and implantation with the Biomet Magnum hip
replacement systermn occurred in the State of California.

26.  Venue is proper in the Superior Court of California in and for Los Angeles
County because ZIMMER BIOMET SOUTHERN CALIFORNIA resides in Los Angeles
County California (1647 Yeager Avenue La Vemne, CA 91750). (CCP section 395).

27.  Suit is brought on behalf of the Plaintiffs for damages in excess of the minimum
jurisdictional amount for unlimited jurisdiction courts,

STATEMENT OF FACTS

A. The Biomet Magnum is different than the typical hip replacement
28. A hip replacement surgery replaces the natural head and socket of the hip joint

with artificial components.
29 The majority of hip replacements implanted world-wide over the past several
decades have utilized a replacement hip joint consisting of a metal head making contact with an

ultra-heavy duty plastic cup inside a metal shell.

8
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30.  This typical hip replacement consisting of a metal-plastic interface has been
refined to the point that ultra-heavy duty plastic hip replacements have a greater than 99.5
percent success rate per ycar.

31.  The Biomet Magnum instead uses a metal replacement head interfacing directly
with a metal shell; there is no plastic liner in the Magnum. Accordingly, this type of hip system

is commonly referred to as & metal on metal hip replacement.

B. Metal on metal hip replacements were tried decades ago, failed, and abandoned
32.  Inthe 1960s and early 1970s, hip replacement manufacturers first began to

market metal on metal hip replacements to surgeons.

33.  Unfortunately, these carly metal on metal hip replacements experienced a high
rate of heavy metal poisoning and failure.

34.  When the metal shell and metal head of these implants rubbed together, they
released toxic cobalt and chromium debris into the body.

35.  The release of cobalt and chromium debris resulted in patients suffering heavy
metal poisoning, causing tissue death and bone destruction.

36.  Asaresult, the medical community abandoned metal on metal hip replacements

in the 1970s.

C. Biomet and Cuckler revived abandoned metal on metal hip replacements with the
Magnum

37.  Despite the known prior failure of metal on metal hip replacements to perform
as intended, Biomet, John Cuckler M.D. and Alabama Medical Consultants, Ine. began

designing metal on metal hip replacements in the 199(0s.

9
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38.  The Magnum hip replacement implanied in Plaintiff was created by Biomet,
John Cuckler M.D. and Alabama Medical Consultants, Inc., and began being sold in the United
States in 2004,

D. Biomet And Cuckler Employed Loopholes to Avoid Testing Magnum

39.  Biomet and Cuckler knowingly and intentionally engaged in a corporate practice
of recklessly rushing their Magnum metal on metal implants to market without adequate time to
design and test the implants to make reasonable assurances regarding safety and efficacy.

40. To avoid comprehensive tesiing of the Magnum hip replacement, Biomet and
Cuckler claimed to United States regulators that the Magnum should be “grandfathered-in"
because it was substantially similar to hip replacements sold prior to May 28, 1976."

41.  This loophole required no clinical testing nor any testing, whatsoever, for safety
or efficacy.

42, Despite their knowledge that early metal on metal hip replacements were a failure
and resulted in heavy metal poisoning, Biomet and Cuckler conducted extremely limited testing
of the Magnum before selling it for implantation into the bodies of patients.

43.  Biomet had explicit notice in 1995 from one of the world’s foremost orthopedic
surgeons that Biomet's protocols for testing its Magnum metal on metal hip implants ignored
known health nsks related to heavy metal poisoning.

44.  Despite the aforementioned knowledge, Biomet knowingly and intentionally
failed to conduct any clinical or laboratory tests relating to the health nsks associaled with metal

on metal hip replacement heavy metal poisoning prior 1o launching the Magoum.

1 Sre, Bpgnswers poecegdnin s gey poh doewpd 502 3000 7, pdd conimining Beomet Manulncturing Corp.’s
5104k} Summary of Safety and Fifectiveness (Last accessed Mar. 28, 2019).
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E. Defendants Fraudulently Misrepresented to The Public by Marketing The
Magnum As Having “Low Wear™

45, The Magnum prodoces an exponentially larger number of smaller and more toxic
wear particles than wear particles produced from plastic hip implants.

46.  Biomet and Cuckler had actual knowledge by 2000 that heavy metal poisoning is
related to the size and total number of these metal particles as opposed to the total weight of
released metal particles. Further, Defendants had actual knowledge that these particles are toxic.

47.  Plastic wear particles released from polyethylene implants are much larger and
less reactive than heavy metal wear from metal on metal implants. Testing protocols for wear in
polyethylene implants allows for measurement of the wear by total weight.

48.  These same protocols, however, explicitly wamn against the use of the protocols
for measuring wear in metal on metal implants, like the Magnum. This is, in large part, because
the toxicity and reactivity of heavy metal wear is not related to weight, but particle size and count.

49.  Biomet and Cuckler knowingly and intentionally conducted laboratory “wear
testing™ for the Magnum in a way thal was only designed for testing of plastic hip implants.
Particularly, the test protocols only measured wear by total weight.

50. Biomet and Cuckler were fully aware that the Magnum produced more toxic wear
than polyethylene implants, regardless of total weaight comparisons.

51.  Despite the aforementioned knowledge, Biomet and Cuckler knowingly and
intentionally marketed the Magnum by claiming that it produced less wear than polyethylene
{plastic) hip replacements. Furthermore, Biomet and Cuockler knowingly and intentionally

11
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marketed the Magnum by falsely associating its deceptively marketed “low wear” properties with
safety and efficacy.?
52.  Defendants provided this false information aboul the Magnum having lower wear
to Plaintiff's orthopedic surgeon, Dr. Jonathan Fow, prior 1o implant Plainti{f's Magoum hip.
53. Dr. Fow foresceably, and as intended by Defendanis, relied on this false
information in deciding to use the Magnum Hip installed in Plamtff.
F. Defendants Suppressed Reporis of Problems with The Magnum And Deceived

Surgeons into Belleving That Concerns About Heavy Metal Polsoning Were
False

54, Defendants knowingly and intentionally spread false information claiming that
decades of experience with previous metal on metal implants purportedly resulted in zero
instances of heavy metal poisoning.*

55.  Defendants engaged in a knowing and intentional scheme to hide clinical
information relating to heavy metal poisoning from its own metal on metal hip replacements.

56.  This scheme included explicit training to Biomet's sales representatives including
defendant Distributors CHRISTOPHER. ROBBINS himself, COMPREHENSIVE SURGICAL
SERVICES, INC. and ZIMMIER BIOMET SOUTHERN CALIFORNIA, and sales
representatives at CHRISTOPHER ROBBINS, COMPREHENSIVE SURGICAL SERVICES
INC., and ZIMMER BIOMET SOUTHERN CALIFORNIA, on how to deceptively convince

surgeons that reports of heavy metal poisoning were fake, merely a theoretical concern, and/or a

T Bee, b e bl SO Witk widnd conpectmiemet achhd Sob- Jeli-4 2o d-b det-53 fd 38a S0 70 7Y -AM
135 021502 K pdlIMOD=ATFERES, (Last accessad Mar. 28, 2019).
¥ See, hirip. . wwrw higmet comn/campaign rucAliemst yeBearingy RO 3400 M agmami2ssignRationale, pdt (Last
meocssed Mar. 28, 2019).
4 Lo tntp v grmssorthe comfinades smnespd Doumentopiesdeml lonW ki Paper pll. (Last accessed Mer.
28, 2019).
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scheme by competitors who do not sell metal on metal hip replacements to steal business.

57.  The Biomet Defendants, due to their sales representatives’ role in the sale of
particular implant components Lo orthopedic surgeons, had and have notice of every surgery in
which Biomet components were and arc implanted. This includes surgeries in which Biomet
components are used to replace failed Magnum implants. As a result, the Biomet Defendants
possess a unique set of clinical information through which the success or failure of their implants
can be analyzed.

58.  Unfortunately, Biomet Defendants engage in a corporate practice of under
reporting and failing to properly analyze chinical information in their possession regarding
implants which they sell.

59.  In2016and 2018 this practice resulted in multiple “483" observations by the FDA
regarding the Biomet Defendants’ failure to properly handle complaint reports and failure to
properly analyze clinical information regarding product failures.

60. The Biomet Defendants also marketed their metal on metal hip replacements
based upon what it claimed was a low “reported adverse event rate” of “.056". However, the
Biomet Defendants were intentionally and knowingly failing to include large numbers of adverse
events, especially those relating to heavy metal poisoning. Biomet was fully aware that this
scheme artificially suppressed the “reported adverse event rate.”” Regardless, Biomet consistently
used the figure in its marketing. Biomet was aware that this figure would be heavily relied upon

by the medical community,

G. Defendants Claimed That the Magnum Was A “Lifetime Hip" And Suitable for
Use in Younger, More Active Patients

13
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61.  Defendants claimed that without the plastic liner to wear out, the Biomet Magnum
should last for a patient’s lifetime.

62.  Defendants claimed that the Biomet Magnum was suitable for implantation in
younger, more active patients, and would last longer than most other similar products, including
implants with plastic components.

63.  Defendants promoted the Magnum as a “lifetime hip.”

64.  This information was false.

65.  Prior to October 31, 2011, Defendants represented to Plaintiffs implanting
surgeon, Dr. Fow, that the Magnum was suitable for implantation in younger and more active
patients and would last longer than similar plastic implants.

66, Dr. Fow relied on this false information in deciding to use the Magnum hip
installed in Plaintiff on October 31, 2011.

67. At no time prior to the implant of the Magmum in Plaintiff’s body, or any time
thereafter, did Defendants warn Plaintiff or his implanting surgeon, Dr. Fow, that the hip implant
could cause metallosis, tissue necrosis, bone necrosis, excessive wear and/or corrosion on the
neck stem, dislocations, fractures of hardware, loose acetebular components, pséudotumors,
ALVAL, ARMD and infection.

H. Biomet Falsely Claimed It Conducted Extensive Testing of Magnum

68.  Despite the fact that Biomet never conducted any pre-marked clinical testing of
the Magnum implants at issue, Biomet claimed that the implants had “clinically proven results”

immediately upon marketing.’

".Sr_"e, pi s et oo P oasTi curimes L iy Ty o,e b, 4 el b et RY L RSO TH AN HLAA0
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69. Further, Biomet claimed that its Magnum system “offers optimal joint mechanic
restoration and ultra-low-wear rates in vivo™ citing to & 1996 arficle about previously abandoned
types of metal on metal hip replacements.®

70.  Ina 2004 publication titled *Metal lons — A Scientific Review,” Biomet falsely
concludes that: “Extensive research and years of clinical trials have failed to prove any cause for
concern associated with the ion levels exhibited from metal-on-metal implants.™’

71.  In fact, in a heading on page 7 of the publication, Biomet goes so far as to claim
that: “Cobalt and Chromium may be beneficial to the body as established by research and listed

by the US government.™

1. Biomet And Cuckler Misrepresented About the Existence of Adverse Reactions to
Heavy Metal Wear

72.  Published medical literature existed prior to the marketing of Magnum products
which explicitly discussed adverse physiologic effects related to heavy metal wear from metal on
metal hip implants.

73.  Defendants knew or should have known about the existence of such literature.

74.  Biomet and Cuckler affirmatively chose o ignore the existence of such literature
because they simply did not agree with the conclusions of such literature.

75.  Inconjunction with the promotion of the Magnum hip replacements, Cuckler gave
speeches and published anicles such as “The Rationale for Metal-on-Metal Total Hip

!'SH. pipe i rpime L o coanpaigmtroe A fler st o LT ::'.:.-.-«'E*'_ '['.i_."-”"'."- I'.I_l._'.i'.l'l.'."'.':I._".I|'\:_'J'!Il na ke j_:.!.' ﬂ.l!l:
sccessed March 20, 2019),

? See hikp:/ wwws g oasoriboe. comfimaget e feutrentiopicsMemalloaWhitcPaper . (Lest acceasod Murch
20, 20193,

L
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Arthroplasty™ published in 2003, claiming that there were “no adverse physiologic effects™ to
metal on metal hip replacements.

76.  Biomet extensively cited Cuckler’s statement in marketing for its Magnum
products.”

77. Biomet tromned and encouraged its sales representatives, including sales
representative CHRISTOPHER ROBBINS, and sales representatives of COMPREHENSIVE
SURGICAL SERVICES, INC. and ZIMMIER BIOMET SOUTHERN CALIFORNIA, to utilize
its marketing material with orthopedic surgeons to convince them the Magnum was a safe
product.

78.  Defendants intentionally misrepresented the existence of literature regarding
adverse reactions to heavy metal wear in order to market and profit from the sale of Magnum
implanis.

J. Cuckler Conducted Secret Magnum Marketing Campaign in Exchange for
Millions of Dollars

79.  Atthe time that Cuckler published “The Rationale for Metal-on-Metal Total Hip
Arthroplasty”™, Biomet was paying Cuckler a percentage (royalty) of the sale price of Magnum
metal on metal hip replacement systems sold in the United States. Cuckler failed to mention this
in the article promoting such hip replacements.

80. In 2008, pursuant 1o a Deferred Prosecution Agreement with the United States

Department of Justice, Biomet made public that Cuckler received payments from Biomet of

" Sep &5, fugge- Ooverw ot cormenmpsaogn e Al ernalive e iy T RSO0 sgmim | eisrnBationals pdd

{Last accessed March 20, 2019),
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between $3.0 and $3.1 million dollars in just the previous year. Extrapolating the one year that
Biomet's payments to Cuckler are publicly available leads to the conclusion that Cuckler received

tens of millions of dollars from Biomet.

K. Thousands of Biomet Magnum metal on metal hip replacement systems are
presently implanted in the bodies of California citizens

81.  Defendants’ promotion of the Magnum hip replacement was extremely
successful.

82.  Upon information and belief, in the State of California alone, thousands of
Biomet metal on metal hip replacements were sold by Defendants and remain surgically

implanted in the bodies of patients,

L. Defendants continue to claim that the Magnum is safe and successful

83,  Defendants sold the Magnum metal on metal hip replacement for implantation
inio the bodies of patients up to the year 2014,

84.  Defendants ceased selling Biomet Magnum metal on metal hip replacement in
2014, claiming that the decision to cease selling was unrelated to reports of heavy metal
poisoning and tissue death caused by the Magnum received by Defendants from around the
waorld.

85.  However, Defendants have continued to reassure California physicians and the
public that the heavy metal poisoning seen with other metal on metal hip replacements is not an
issue with the Magnum.

86.  Tothis day, Defendants continue to claim 1o physicians and the public that the
Magnum is a safe and successful product.
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M. In 2010, Johnson & Johnson voluntarily recalled their version of the Magnum

87.  Atapproximately the same time as Defendanis began selling the Magnum,
Johnson & Johnson began selling the DePuy ASR.

88.  The Biomet Magnum was very similar to the ASR in its primary design features.

89.  Like the Magnum, the ASR was a monoblock metal on metal hip replacement
system with its cobalt chromium alloy head articulating against its cobalt chromium alloy shell.

90,  In the summer of 2010, in response to “higher than expected revision rates,”
Johnson & Johnson conducted a world-wide recall of the ASR hip replacement.

91.  lohnson & Johnson advised physicians to conduct detailed testing and follow-up
of paticnts with ASR hip replacements.

92, Asaresult of the testing and follow-up, dangerously high heavy meta! levels
were discovered in & significant percentage of patients necessitating surgery to remove the
defective metal on metal hip replacements.

93,  Heavymetal poisoning and tissue death from the toxic heavy metals released by
the ASR was widely reported in the medical literature.

04,  The Defendants were aware of the reports and studies discussing the injuries

suffered by metal on metal patients as a result of this very similar product.

N. Defendants’ response to the recall of the almost identieal product: Sell more
Magnums!

95.  In response to the 2010 voluntary world-wide recall of a nearly identical hip
replacement, Defendants did not:
a. Recall Defendants’ nearly identical Magnum hip replacement;

I8

COMPLAINT AND DEMAND FOR JURY TRIAL




Fult

L= - - L

10
11
12
13
14
13
16
17
I8
13
20
21

S I

2 B8 E B

b. Suspend the sales of their very similar hip replacement pending a full
investigation,
G, Conduct comprehensive testing of the Magnum to ensure it was not

prone to causing heavy metal poisoning; or
d. Warn physicians of the design similaritics and the need to inform and
carefully follow-up their patients.

06,  Instead, Defendants increased promotion of Magnum, attempting to capture
market share lost by Johnson & Johnson due to its voluntary recall.

97.  Defendants employed marketing tactics to differentiate the Magnum from the
recalled ASR hip replacement and other metal on metal hip replacements.

98.  Defendants promoted these marketing tactics to physicians and the public to
reassure them that the Magnum did not cause heavy metal poisoning.

0. In 2010, Netherlands hospital warns Biomet of high rate of pseudotumors with
Magnum

99, At the same time that Defendants were reassuring orthopedic surgeons and the
public of the safety of the Magnum, Defendants were receiving reports of just the opposite.

100. Isala Klinieken (“Isala”™) located in Zwolle, The Netherlands, has historically had
a long and close relationship with Biomet.

101. From 2005 to 2007, Isala implanted patients with Biomet Magnum metal on
metal hip replacements.

102. Prior to and during this time period, [sala was in fact a Biomet funded study site,
paid by Biomet to conduct research on Biomet products.

103, In 2010, Isala reported to Biomet that when it performed CT scans of over 100
patients’ hips, more than a third had pseudotumors adjacent to their Biomet metal on metal hip
replacements.

19
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P. Biomet warned that CT/MRI scanning was necessary to see tissue death from
Magnum heavy metal poisoning

104. Isala reporied to Biomet that the negessity for revision surgery was not identified
until Isala conducted the CT scanning of their Biomet Magnum metal on metal hip replacement
patienis.

105,  [Isala wamed that by the time that swelling, pain, and clicking indicating tissue
death resulting from the heavy metal poisoning became apparent; the patient may have already
suffered extensive injury.

106. In 2010, Isala informed Biomet that it had ceased implanting Biomet metal on
metal hip replacements in its patients.

107, Isala encouraged Biomet to adopt a comprehensive screening protocol using CT
scans and MRIs of all patients with Biomet metal on metal hip replacements implanted in their
bodies and warned that without such an enhanced protocol, patients may be at risk.

108. [sala reported some of its findings regarding the Biomet metal on metal ap
replacements in a British medical journal.'’

109, Despite all of these critical wamings provided by the Isala Klinieken,
Defendants failed to inform physicians or patients in the State of California of the study,
ignored the need for follow-up screening, and instead continued to promote the Magnum for
implantation into the bodies of unsuspecting patients by unsuspecting doctors.

). Finland University reporis severe adverse reactions from Biomet metal on metal
hip replacements

1 Bosker B, Etems H, Boomsma M, et al. High mcidence of pseudoumour formation after large-diameter metal-
on-metal total hip replacement: a prospective cohon stody. J Bone Joint Swg Br. 2012 Jun94(6):755-61.
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110. Likewise, Turku University in Turku, Finland has historically had a long and
close relationship with Biomet.

111, Turku University was also a Biomet funded study site.

112, From 2005 to 2012, Biomet metal on metal hip replacements were the mosi
commonly implanted hip replacement at Turku University.

113.  In 2013, Turku University reported to Biomet that when the University
examined a sample of their patients implanted with Biomet Magnum metal on metal hip
replacements, over half of the patients were experiencing ARMD or “Adverse Reaction 1o
Metal Debris™ from the devices.

114. MRIs of the sample of Turku University Magnum patients revealed that over
half had a psuedotumor or fluid collection in their hip.

115. Despite its close relationship and funding from Biomet, in & 2013 publication of
the Nordic Orthopedic Federation, Turku University stated that “ARMD is common after ...
Magnum total hip arthroplasty, and we discourage the use of this device ™ '*

116. Defendants failed to inform physicians or patients in the State of California of
this study, that Turku University had discouraged use of Biomet metal on metal hip
replacements, the need for physicians to screen their patients for Adverse Reaction to Metal
Dichris, and instead continued to promote their metal on metal hip replacements for
implantation inlo the bodies of patients.

R. Biomet used Olympic gymnast Mary Lou Retton as a Magnum spokesperson

"I Mok J, Junnila M, Seppinen M, et al. Adverse reaction 1o metal debris afier ReCap-M2a-Magnum large-
dinmeter-head meal-on-metal total hip anhroplasty. dcta Orthopaedion. 201 3:84(6):549-354
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117.  As part of the promotion of the Magnum hip replacement, Biomet hired
Olympic gold-medal gymnast, Mary Lou Retton, as a spokesperson.

118. Mary Lou Retton had received a Biomel metal on metal hip replacement in
2005,

119, Biomet heavily promoted to surgeons and the public that the Magnum metal on
metal hip allowed “vounger, more active patients, like Mary Lou” to “return to her normal
activities, including her workout schedule,”"*

120, Mary Lou Retton was used by Defendants to promote the Magnum in brochures,
in newspapers, on radio and television, and in-person to orthopedic surgeons and the public. '
121. A heading on Biomet's website proclaims, “Mary Lou lives pain-free, and so

should you.""

5. Mary Lon Retton has sued Biomet over its defective Magnum hip replacements

122, Unfortunately, Mary Lou Retton, like Plaintiff, is a Biomet metal on metal hip
replacement victim.

123.  While initially “pain-free,” Mary Lou Retton suffered heavy-metal poisoning
from her Magnum hip replacement necessitating the surgical removal and replacement of the

metal on metal hip replacement.

" See,
s e biomet comi e LibraryPabsm,_Ediration Pt Edfnee e Tip EnglishMar 3520 ow el Hetmnn
- Y 0 agmamr 2 0Magnans pdl (Last accessed Mar., 28, 2018).

“'..'ﬁf.,, B saene, boneet oo o e e, e ke | 1St i pean iy e :Lllt pecessed Mar, 23,21]]3.].
H See,

i e biomer com BleLibenePatient_ EducatonPanenibEdBnrehares HipEoglneiManSad 0o I eten
8205 20 M agmum 20 M agnue. pidf (Last sccessed Mar. 28, 2018).
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124. Mary Lou Relton was 50 severely injured by the Magnum metal on metal hip
replacement, that despite her status as a celebrity spokesperson for the product, she too has sued

the company.

T. Despite knowing of the failure of the Magnum in Mary Lou Retton for years,
Biomet continues to claim her as a success story

125. Biomet has failed to inform physicians and the public that Mary Lou Retton
suffered heavy metal poisoning and had to have her Magnum surgically removed.

126. Biomet continues to cite to Mary Lou Retton as a patient success story.,

127. Biomet has known of the failure of Mary Lou Retton's hip replacement for

years, but has continued to promote to physicians and the public a false story.

L. Australian government required Biomet to recall Magnum

128.  Australia has a world-leading implant registry which keeps track of every
orthopedic hip replacement sold, implanted, and replaced in Australia.

129. Biomet ceased selling the Biomet Magnum metal on metal hip replacements in
Australia in 2011.

130. In 2014, the Australian government communicated to Biomet that it was secing
excessive failure rates of the Magoum in Australian patients.

131. In 2015, the Australian government issued a “Hazard Alert™ recalling the Biomet
Magnum due to a “higher than expected revision rate.”

132, Because Biomet had already ceased selling the Magnum in Australia, the
Australian government’s recall of the Magnum consisted of the “Hazard Alert” and mandating

Biomet notify implanting surgeons in Australia of the recall and excessive revision rate,

23
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133. Defendanis have failed to disclose to orthopedic physicians or the public in the
State of California that the Magnum hip replacement had been recalled in Australia and that the

Australian government issued a “Hazard Alent” regarding the Magnum.
V. Since 2012 Biomet has had false Magnum failure rate data posted on its wehsite

134,  From 2012 until today, Biomet had posted on its website under the heading
“Important information regarding metal-on-metal hips™ data purporting to show the success of
Biomet's metal on metal hip replacements al
bittp:/fwarw. biomet.com/wps/poral internet/ Hiomet Healtheare-

2018.)

135. The “Important information regarding metal-on-metal hips™ is clearly intended
to reassure patients and surgeons that Biomet's metal on metal hip replacements are safe and
performing as intended.

136, The “Important information regarding metal-on-metal hips” states “Biomet has
been closely monitoring the available data regarding its [metal on metal] hip devices.”

137. The “Important information regarding metal-on-metal hips™ claims that there is
no statistically significant difference between survivorship of the Biomet Magnum and hip
replacements generally in the Australian National Joint Registry and the England and Wales
National Joint Registry.

138. By 2015, at the latest, Biomet was aware that the Biomet Magnum was failing at
u statically significantly higher rate than hip replacements generally in the Australian Nationa)
Joint Registry.
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139. Likewise, for years Biomet has been aware that the Magnum was failing at a
significantly significant higher rate in the England and Wales National Joint Registry than hip
replacements generally.

140. Despite knowing that it would mislead orthopedic surgeons and the public
concemning the safety of its metal on metal hip replacements, Biomet has continued to promote
false information regarding the safety of its Magnum hip replacement.

W. Biomet metal on metal hips are a ticking time-bomb implanted in thousands of
California citizens' bodies

141. The Biomet Magnum metal on metal hip replacement is inherently defective.

142.  When implanted in patients, it is prone to release toxic levels of cobalt and
chromium.

143. Patients thus can suffer heavy metal poisoning, resulting in elevated levels of
cobalt and chromium in the blood, pseudotumors, tissue necrosis, muscle wasting, bone loss,
and other severe injuries.

144,  The Defendants’ failure 1o warn physicians and patients that the Biomet
Magnum metal on metal hip replacements that were surgically implanted in patients’ bodics
may be releasing toxic heavy metals has left thousands of California patients with ticking time-
bombs in their hips.

145. Based on the studies discussed above and others, hundreds, if not thousands, of
California patients have already suffered undiagnosed pseudotumors, tissue death, bone death,
etc. as a result of poisoning from the toxic heavy metals released from the Biomet Magnum.
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X. California is facing a public health disaster from unmonitored Magnums

146.  As a result of Defendants’ failure to warn physicians and patients of the
necessity for immediate testing and radiographic screening of implanted Biomet Magnum hip
replacements, the number of patients poisoned and severely injured by the Magnum will greatly
increase.

147. California is facing a public health disaster from unmonitored Biomet Magnum

metal on metal hip replacements,
Y. Gary Langford suffered heavy metal poisoning from the Magnum

148. Gary Langford was implanted with the Biomet Magnum metal on metal hip
replacement in his left hip on October 31, 2011, by Dr. Jonathon Fow, al Amoyo Grande
Hospital, in Arroyo Grande, California,

149. In preparation for the surgery, Dr. Fow, or someone at his direction, contacted
defendants Biomet and/or distributor, to notify them of that need for the Magnum hip system
components.

150. Biomet and Distributor Defendants thereby selected and provided the specific
Magnum components for use in Plaintiff"s left hip surgery and delivered them to the operating
room for surgery.

151. Biomet utilized Distributor defendants’ sales representatives, and DOES 1-25, to
educate Plaintiff's orthopedic surgeon regarding the claimed advantages of the products used,

answer any questions Plaintiff's orthopedic surgeon asked regarding the products, assist
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Plaintif"s orthopedic surgeon at surgery regarding the products, and to sell the products 1o
Plaintiff through his orthopedic surgeon agent.

152, Biomet trained and educated Distributor defendants’ sales representatives, and
DOES 1-25°s sales staff, regarding the Magnum, including orthopedic and surgical training,
product design rationale, surgical technique tips, training in the use of implanting tools, training
in selecting the hip replacement components to mate with the Magnum, and training on how to
sell to orthopedic surgeon, including traiming on the advantages of the Magnum over its
competitors.

153,  Prior to Plaintiff’s surgery, Defendants, including defendant Distributors and
DOES 1-25, provided information to Plaintiff"s orthopedic surgeon, incloding but not limited to,
the advantages of the Magnum compared to its competitors, information regarding the design
rationale for the Magnum, surgical techniques on how to implant the Magnum, and
demonstrations on how to implant the Magnum and the components that could best be mated
with the Magnum, including providing a wvariety of scenarios involving the vanous
instrumentation used in implanting the Magnum.

154. Biomet and defendant Distributors” sales representatives and DOES 1-25, were
responsible for answering any questions or concerns Plaintff™s orthopedic surgeon had regarding
the Magnum.

155. The above information was provided to Plaintiff’ s orthopedic surgeon with the
intended purpose of convincing and inducing Plaintiff’s orthopedic surgeon 1o use the Magnum

instead of one of the competing hip replacements.
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156. At all times relevant to this Petition, Plaintiff"s orthopedic surgeon, nurses and
hospital staff relied on information and assistance from Biomet and defendant Distributors” sales
representatives and DOES 1-25's sales representative agents.

157. Defendant Distributors and DOES 1-25 were available to assist and provide
information regarding the Magnum hip implants before, during and after plaintiff’s surgery.

158. Unknown to Mr. Langford and his physicians, during the ensuing years
following implantation, the Biomet Magnum hip replacement continuously released toxie
heavy metals into his body, gradually poisoning him.

159. Om May 22, 2017, a metal ion test reported elevated levels of Chromium and

Cobalt metal ions in Plaintiffs body.

Z. The Magnum had to be surgically removed from Gary Langford's body

160, ©On December 5. 2017, Gary Langford underwent a revision surgery to remove
his Biomet Magnum metal on metal hip replacement.

161, The preoperative diagnosis noted “metallosis and elevated metal jions.”

162. During the procedure, the operating surgeon noted . ..evidence of metallosis
with brownish discoloration of the soft tissue around the hip capsule and the bursa..."

163. Gary Langford then underwent a long and painful recovery and rehabilitation

from the removal of the failed Biomet M2a Magnum hip replacement,

DAMAGES AND CAUSES OF ACTION
164. Asa direct and proximate result of the defective Magnum hip replacement,
Plaintiffs suffered injuries, including but not limited to significant pain, disability, tissue
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destruction, bone destruction, metal wear, metal poisoning, loss of enjoyment of life, loss of
consortium and limitation of daily activities and resulting in non-economic damages,

165. Plaintiffs expect o continue suffering such injuries and non-economic damages
in the future as a result of the injuries received from the Magnum.

166. Asa direct and proximate result of the defective Magnum, Plaintiffs incurred
medical expenses and other economic damages and expect to incur additional medical expenses
and other economic damages in the future.

167. As a direct and proximate result of the defective Magnum, Plamtiffs experienced
emotional trauma and distress and will expenience emotional trauma and distress in the future.

FIRST CAUSE OF ACTION: FRAUD
Against Biomet Defendants

168. Plaintiffs incorporates by reference Paragraphs | through 167 as though set forth
fully heren.

169. Prior to the implantation of the Magnum products in Plaintiff's body, and
continuing thereafier, Biomet Defendants knowingly and intentionally undertook an inadequate
testing protocol and false marketing scheme which made misrepresentations and omissions in
order to profit from the unproven promise of the theoretical advantages associated with metal on
metal hip replacements; said misrepresentations are previously set forth in greater detail herein,
including but not limited to 99 45-53; 1§61-67; T168-71; §972-78; T983-86; §795-116; 9117-127
and §5134-140,

170. Pror to the implantation of the Magoum products in Plaintifi"s body, and
continuing thereafter, Biomet Defendants knowingly and intentionally engaged in a false
marketing scheme which made misrepresentations and omissions to alter the orthopedic
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community’s understanding of the clinical history of farlure with previous generations of metal
on metal hip replacements; said misrepreseniations are previously set fonth in greater detail
herein, including but not limited to ] 45-53; 1961-67; T968-71; PY72-78; 7Y83-86; 1995-116;
T117-127 and §134-140,

171.  Following the release of Biomet's M2a Magnum system, and prior to implantation
of the Magnum products in PlaintifT"s body, Biomet Defendants engaged in a knowing and
intentional scheme to make misrepresentations and omissions to hide clinical information relating
to heavy metal poisoning from its metal on metal hip replacements.

172.  Further, in support of these Fraud allegations, the

Plaintiffs plead as follows:

a Biomet Defendants were wamed in 1995 that their testing protocols
ignored known dangers of metal on metal implants, yet moved forward
with insufficient testing, anyway.

b, Biomet Defendants conducted laboratory testing for plastic hip implants
and knew such testing was not appropriate for metal on metal hip implants.

C. Biomet Defendants knew that metal jons and particles released from the
Magnum are smaller, higher in number, and more toxic than plastic
particles released from plastic implants.

d, Biomet Defendants marketed the Magnum as having less volumetric wear
than plasiic hip implants, knowing it would mislead the orthopedic
community into incorrectly believing that the Magnum was safer and more
effective.

e, Biomet Defendants engaged in o deceptive scheme to train sales
ives to convince the medical community that concerns over
clinical risks due 1o metal wear are fake.

f Biomel Defendants engaged in a corporate-wide abuse of legal privilege
to hide internal documents regarding metal on metal data.
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Biomet Defendants knowingly and intentionally underreported product
Failures.

Biomet Defendants knowingly and intentionally failed to properly analyze
clinical information in order to suppress concern about the Magnum’s
track record.

Biomet Defendants knowingly marketed a “reported adverse event rate™ it
knew would be relied upon by the orthopedic community and which it
knew to be false based on its own deceptive scheme to suppress such rate,

Biomet Defendants shirked the scientific method in clinical tests by either
designing the tests in order to elicit an intended result or by altering the
data or input criteria, or by simply disregarding damaging results under
the arbitrary decision that such results are “outliers”™ not indicative of
actual performance.

Biomet Defendants falsely claimed “clinically proven results™ in Magnum
products upon launch, despite never conducting a single pre-markel
clinical test.

Biomet Defendants falsely claimed that the Magnum system “offers
optimal joint mechanic restoration and ultra-low-wear rates in vivo™
despite citing to a 1996 article about previously abandoned types of metal
on metal hip replacements.

Despite knowing that published medical literature explicitly discussed
adverse physiologic effects related to heavy metal wear from metal on
metal hip implants, Biomet Defendants falsely claimed in marketing that
extensive experience with metal on metal implants “failed to prove any
cause for concern™ with its Magnum implants.

Biomet Defendants falsely claimed in its marketing that “Cobalt and
Chromium may be beneficial to the body™ despite knowing that Cobalt
and Chrome released from Magnum implants are toxic,

Biomet Defendants intentionally misrepresented the existence of concern
over heavy metal wear in order to market and profit from the sale of

Magnum implants.
31
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Biomet Defendants deceptively engaged in marketing the Magnum
through Dr. Cuckler by not revealing their financial relationship in
marketing literature, such as “The Rationale for Metal-on-Metal Total Hip
Arthroplasty.”

Biomet Defendants failed to inform the orthopedic commumity in the
United States regarding the Isala Clinic's finding of the need for advanced
screening protocols in order to diagnose heavy metal poisoning in
Magnum patients; instcad Biomet Defendants continued to heavily
promote Magnum products,

Biomet Defendants failed to inform the orthopedic community in the
United States regarding Turku University's finding of heavy metal
poisoning in over half of the patients who received an Magnum and of
Turku University's waming claiming that they “discourage use of this
device.”

Biomet Defendants failed to inform the public that the Magnum
posterchild, Mary Lou Retton, had both of her Magnum implants fail due
to heavy metal poisoning.

Biomet Defendants continued to falsely claim Mrs. Retton as a “patient
success story.,”

Biomet Defendants failed to inform United States citizens and surgeons of
the intemational recalls, hazard alerts, and safety notices related to ils
Magmun.

173. Biomet Defendants made these misrepresentations and omissions with the specific
intent that Plaintiffe and Plaintiff's orthopedic surgeon rely on such representations and
omissions with intent to deceive the orthopedic community and profit from deceitfully

convinging them to use metal on metal hip replacements again, particularly the Magnum.

HNEBREEER

s 2B

The above representations and/or omissions were false and misleading,
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175. Biomet Defendants kncw that these siatements were false at the time they were
made, in that they had information in their possession and control directly contradicting the
misrepresentations, or alternatively Biomet Defendants made these representations without
knowing whether they were true or false.

176. Biomet Defendants made these statements for the purpose of inducing Plaintiff,
Plaintif"s orthopedic surgeon, the orthopedic community, and consumers in need of a hip
replacement, to act in reliance thereon to purchase the Magnum products.

177. These representations were made to Plaintifi's orthopedic surgeon prior to
installing the Magnum in Plaintiff"s body.

178.  Plaintiff, and Plaintiff's orthopedic surgeon agent, acted in foreseeable reliance
on the correctness of Biomet's representations which resulted in injury to Plaintiff as described
above, by deciding to use, install and purchase the Magnum products based on the

179. The sbove referenced reliance was reasonable under the circumstances,

180.  The representations and omissions were material io Plaintiff’s orthopedic surgeon
in selecting the Magnum products installed in Plaintiff,

181. The representations and omissions were material to Plaintiffs in sclecting the
Magnum products.

182.  As a direct and proximate result of the Biomet Defendants” fraudulent conduct,
Plaintiffs suffered pecuniary loss, injury and special and general damages as described herein,

SECOND CAUSE OF ACTION: FRAUD
Againsi Cuckler Defendants
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I83. Plaintiff incorporate by reference Paragraphs 1 through 167 as though set forth
fully herein.

184. Prior to the implantation of the Magnum products in Plaintiff"s body, and
continuing thereafter, Cuckler Defendants knowingly and intentionally undertook an inadequate
testing protocol and false marketing scheme which made misrepresentations and omissions in
order to profit from the unproven promise of the theoretical advantages associated with metal on
metal hip replacements; said misrepresentations are previously set forth in greater detail herein,
including but not limited to Y 45-53; 9161-67; 1963-71; $172-78; 1783-86; 995-116; M117-127
and §134-140,

185. Prior to the implantation of the Magnum products in Plaintiff's body, and
continuing thereafter, Cuckler Defendants knowingly and intentionally engaged in a false
marketing scheme which made misrepresentations and omissions to alter the orthopedic
community’s undersianding of the clinical history of failure with previous generations of metal
on metal hip replacements. Cuckler Defendants intentionally minimized the risks of the toxic
heavy metals released by metal on metal hip replacements; said misrepresentations are previously
set forth in greater detail herein, including but not limited to Y 45-53; $961-67; T968-71; §Y72-
78; TU83-86; T195-116; F1117-127 and T9134-140,

186. Cuckler Defendants engaged in this false marketing scheme with the specific
intent that Plaintiff and Plaintiff"s orthopedic surgeon rely on such representations and omissions
and with intent to deceive the orthopedic community and profit from deceitfully convincing them
to use metal on metal hip replacements and Biomet metal on metal hip replacements in particular,

187.  Further, in support of these Fraud allegations, the Plaintiff pleads as follows:

a. Cuckler Defendants knew that laboratory testing conducted on the
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Magnum was not appropriate for metal on metal hip implants.

Cuckler Defendants knew that metal ions and particles released from the
Magnum are smaller, higher in number, and more toxic than plastic
particles released from plastic implants.

Cuckler Defendants marketed the Magnum as having less volumetric wear
than plastic hip implants, knowing it would mislead the orthopedic
community into incorrectly believing that the Magnum was safer and more
effective.

Despite knowing that published medical literature explicitly discussed
adverse physiologic effects related to heavy metal wear from metal on
metal hip implants, Cuckler Defendants knowingly published literature
falsely claiming that extensive experience with metal on metal implants
has shown “no adverse physiologic effects” related 10 metal on metal hip
replacements.

Cuckler Defendants intentionally misrepresented the existence of concemn
over heavy metal wear in order o market and profit from the sale of

Magnum implants.

Cuckler Defendants deceptively engaged in marketing the Magnum by not
revealing its financial relationship with Biomet in marketing literature,
such as “The Rationale for Metal-on-Metal Total Hip Arthroplasty.”

Cuckler Defendants promoted the Magnum and gave educational
pre:&mmu-nns to sales representatives including Select and MeGinnis,

misrepresenting the safety of the Magnum and providing false mﬁ:nrmul.mn
to the sales representatives on how o answer questions and concems of
arthopedic surgeons.

188. The above referenced statements, representations and omissions were false and
misleading.
Cuckler Defendants knew that these statements were false at the time they were
made, in thai they had information in their possession and conirol direcily contradicting the
misrepresentation, or altemnatively Cuckler Defendants made the representations without

knowing whether they were true or false.
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190. Cuckler Defendants made these statements for the purpose of inducing Plaintiff,
Plaintiff’s orthopedic surgeon, the orthopedic community, and consumers in need of a hip
replacement, to act in reliance thereon to purchase the Magnum products.

191. The above representations and omission by Cuckler Defendants were made prior
to the Magnum being implanted in Plaintiff"s body.

192,  Plaintiff, and Plaintiff°s orthopedic surgeon agent, acted in foreseeable reliance
on the correctness of Cuckler's representations which resulted in injury to Plaintiffs as described
above, by deciding to use, install and purchase the Magnum products based on the
misrepresentations,

193. The above referenced reliance was reasonable under the circumstances.

194.  The representations and omissions were material to Plaintiff”s orthopedic surgeon
in selecting the Magnum products installed in Plaintiff.

195, The representations and omissions were material to Plaintiff in selecting the
Magnum products.

196.  As a direct and proximate result of the Cuckler Defendants’ fraudulent conduct,

Plaintiffs suffered loss, injury and damage as descnibed herein.

THIRD CAUSE OF ACTION: FRAUDULENT CONCEALMENT
Against Biomet Defendanis And Cuckler Defendants

197.  Plaintiffs incorporate by reference Paragraphs 1 through 167 as though set forth
fully herein.
198, Defendants had sole access to material facts conceming the dangers and

unreasonable risks of the Magnum.
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199. Biomet Defendants knowingly and willfully concealed material information with

respect to the M2a Magnum in a manner to distort its safety record and falsely portray the system

to the orthopedic community and public as safe and effective, which is evidenced by the

following:

Biomei Defendants were wamed in 1995 that their testing protoeols
ignored known dangers of metal on metal implants, yet moved forward
with insufficient testing, anyway.

Biomei Defendants conducted laboratory testing for plastic hip implants
and knew the testing procedure used for plastic hips was not appropriate
for metal on metal hip implanis.

Biomet Defendants knew that metal ions and particles released from the
Magnum are smaller, higher in number, and more toxic than plastic
particles released from plastic implants.

Biomet Defendants marketed the Magnum as having less volumetric wear
than plastic hip implants, knowing it would mislead the orthopedic
community into incorrectly believing that the Magnum was safer and more
effective.

Biomet Defendants engaged in a deceptive scheme o train sales
representatives to convince the medical community that concemns over
clinical risks due to metal wear are fake.

Biomet Defendants engaged in a corporate-wide abuse of legal privilege
to hide internal documents regarding metal on metal data.

Biomet Defendants knowingly and intentionally underreported product
failures.

Biomet Defendants knowingly and intentionally failed to properly analyze

clinical information in order to suppress concern about the Magnum's
track record.

Biomet Defendants knowingly marketed a “reported adverse event rate” it
knew would be relied upon by the orthopedic community and which it
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knew to be false based on its own deceptive scheme to suppress such rate,

Biomet Defendants shirked the scientific method in clinical tests by either
designing the tests in order to elicit an intended result or by altering the
data or input criteria, or by simply disregarding damaging resolts under
the arbitrary decision that such resulis are “outliers™ not indicative of
actual performance.

Biomet Defendants falsely claimed “clinically proven results™ in Magnum
products upon launch, despite never conducting a single pre-market

Biomel Defendants falsely claimed that the Magnum system “offers
optimal joint mechanic restoration and ultra-low-wear rates in vivo"”
despite ciling to a 1996 article about previously abandoned types of metal
on metal hip replacements.

Despite knowing that published medical literature explicitly discussed
adverse physiologic effects related to heavy metal wear from metal on
metal hip implants, Biomet Defendants falsely claimed in marketing that
extensive experience with metal on metal implants “failed to prove any
cause for concern™ with its Magnum implants.

Biomet Defendants falsely claimed in its marketing that “Cobalt and
Chromium may be benchicial to the body”™ despite knowing that Cobalt
and Chrome released from Magnum implants are toxic.

Biomet Defendants intentionally misrepresented the existence of concern
over heavy metal wear in order to market and profit from the sale of

Magnum implants.

Biomet Defendants deceplively engaged in marketing the Magnum
through Dr. Cuckler by not revealing their financial relationship in
marketing literature, such as “The Rationale for Metal-on-Metal Total Hip
Arthroplasty.™

Biomet Defendants failed to inform the orthopedic community in the
United States regarding the [sala Clinic's finding of the need for advanced
screening protocols in order to diagnose heavy metal poisoning in
Magnum patients; instead Biomet Defendants continued to heavily
promote Magnum products.
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Biomet Defendanis failed to inform the orthopedic community in the
United States regarding Turku University's finding of heavy metal
poisoning in over half of the patients who received a Magnum and of
Turku University's warning claiming that they “discourage use of this
device.”

Biomelt Defendants failed to inform the public that the Magnum
posterchild, Mary Lou Retton, had both of her Magnum implants fail due
to heavy metal poisoning.

Biomet Defendants continued to falsely claim Mrs. Retton as a “patient
success story.”

Biomet Defendants failed to inform United States citizens and surgeons of
the intemational recalls, hazard alerts, and safety notices related to its

Magnum.,

Biomet Defendants employed Cuckler Defendants to alter the orthopedic
community’s perception of the failures of past generations of metal on
metal implants and to falsely market current metal on metal technology,
including the Magnum, as having no (or minimal) risk of wear-related
pathological reaction.

200, Cuckler Defendants knowingly and willfully concealed material information with

respect to the M2a Magnum in a manner to distort its safety record and falsely portray the system

to the orthopedic community and public as safe and effective, as evidenced by the following:

i,

Cuckler Defendants knew that lsboratory testing conducted on the
Magnum was not appropriaie for metal on metal hip implants.

Cuckler Defendants knew that metal ions and particles released from the
Magnum are smaller, higher in number, and more toxic than plastic
particles released from plastic implants.

Cuckler Defendants concealed the significance of heavy metal size,
number, and toxicity, and instead marketed the Magnum as having less
volumetric wear than plastic hip implants. Cuckler Defendants did this
knowing it would mislead the orthopedic community into incorrectly
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believing that the Magnum was safer and more effective.

d. Despite knowing that published medical literature explicitly discussed
adverse physiologic effects related to heavy metal wear from metal on
metal hip implants, Cuckler Defendants knowingly published literature
falsely claiming that extensive experience with metal on metal implants
has shown “no adverse physiologic effects” relaled to metal on metal hip
replacements.

e Cuckler Defendants intentionally misrepresented the existence of concemn
over heavy metal wear in order to market and profit from the sale of
Magnum implants.

f. Cuckler Defendants deceptively engaged in marketing the Magnum by not
revealing its financial relationship with Biomet in marketing literature,
such as “The Rationale for Metal-on-Metal Total Hip Arthroplasty.™

201. Defendants concealed this information both prior to and subsequent to the
implantation of Plaintiff"s Magnum.

202. Defendants concealed this information and provided its misrepresentations with
the intent that Plaintiffs and Plaintiffs orthopedic surgeon rely upon such misrepresentation and
eoncealments, and with intent that the orthopedic community and Plaintiffs, through Plaintiffs
doctors, rely upon the misrepresented safety record of the Magnum.

203. Defendants knew prior to the Magnum being implant in Plaintiff, that cobalt
chromium metal on metal hips were unreasonably dangerous and that the clinical history of the
technology did not support its continued use. Despite this knowledge, Defendants knowingly
and willfully concealed material information about the dangerous propensitics of cobalt
chromium metal on metal hips, including the Magnum, in an ¢ffort 1o promote and financially
benefit from the sales of the Magnum.

204. Plaintiffs, through Plaintifs physicians, did rely upon Defendants'
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205. The sbove referenced reliance by Plaintiffs and PlaintilT's physicians was
reasonable.

206. The fraudulemt concealment from Plaintiffs and Plaintiffs physicians was
material to the use and installation of the Magnum into Plaintiff’s body by Plaimtiff"s physicians,

207. The frandulent concealment from Plaintiffs and Plaintiff’s physicians was
material to Plaintiff and Plaintiff’s orthopedic surgeon in the decision to have the Magnum
products installed in Plaintiff’s body.

208, As a result of Defendants’ fraudulent concealment. Plantiffs were wnjured as
alleged herein.

FOURTH CAUSE OF ACTION: STRICT LIABILITY FAILURE TO WARN
Against All Defendants

209, Plaintiffs incorporate by reference Paragraphs 1 through 167 as though set forth
fully herein.

210. At the time Defendants designed, manufactured, promoted, marketed, sold,
supplied, distributed and’or serviced the products at issue in this Complaint, such products
contained defects that made them unreasonably dangerous beyond the expectations of the
ordinary consumer, and were unfit for their intended use,

211. The Magnum reached PlaintifT without! substantial change in the condition in
which it was designed, developed, promoted, manufactured, and sold.

212. At the time and on the occasion in question, the Magnum was being properly used
for the purpose for which it was intended, and such device was in fact defective, unsafe and

unreasonably dangerous.
41
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213. The foreseeable risk of harm from the defects m the Magnum could have been
reduced or avoided by providing adequate instructions or wamings.

214, Defendants had a conlinuing, post-zale duty to wam regarding the unreasonable
risk of harm associated with the Magmum.

215. Defendants had sufficient notice aboul specific dangers associated with the
Magnum.

216. Defendants failed to provide adequate instructions or warnings regarding the
defects in the Magnum which were known by Defendants or should have been known by
Defendants and could have been provided.

217. Defendants failed to exercise reasonable care to inform Plaintiff, Plaintiff’s
doctors, and the medical community about dangers regarding the Magnum that Defendants knew
or should have known before and after the Magnum was sold.

218, As a direct end proximate result of the lack of reasonable and adequate
instructions or wamings regarding the defects in the Magnum, Plaintiffs suffered the injuries and

damage as descrnibed herein.

FIFTH CAUSE OF ACTION: STRICT LIABILITY- DESIGN AND
MANUFACTURING DEFECT
Against All Defendants
219. Plaintiffs incorporate by reference Paragraphs 1 through 167 as though set forth
fully herein.
220, At the time that defendants designed, manufactured, promoted, marketed, sold,
supplied, distributed and/or serviced the products at issue in this Complaint, such products

contained defects that made them unreasonably dangerous beyond the expectations of the
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ordinary consumer, and were unfit for their intended use, including but not limited to the

following defects:

a. The design of the Magnum caused it to generate excessive cobali and chromium

|I.—H

221,

metal debnis inlo the body;

The surface roughness of the Magnum was not within acceptable standards and
specifications;

The thickness, porosity, tensile strength of the plasma porous spray coating was
not within acceptable standards and/or specifications;

The plasma porous spray coating utilized was not designed to be utilized on the
acetabular cup of the Magnum;

The plasma porous spray coating contributed to generafing excessive metal wear
debris;

The design of the acetabular cup caused it to fail to obtain bone ingrowth;

The claimed advantages of the Magnum did not justify the additional risks created
by metal debris of the Magnum as compared to non-metal on metal hip
replacements on the market;

The design of the Magnum caused excessive corrosion as compared to other hip
replacement products on the market;

The design of the Magnum caused the taper adapter and stem to cold weld,

The design of the instrumentation, including the inserter tools, resulted in
excessive failures,

The Magnum reached Plaintiffs without substantial change in the condition in

which it was sold.
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222, Atthe time and on the occasion in question, the Magnum was being properly used
for the purpose for which it was intended, and such device was in fact defective, unsafe and
unreasonably dangerous.

223. The Magnum, for the reasons previously set forth herein, was defective, unsafe
and unreasonably dangerous in design and manufacture,

224. As a direct and proximate result of the defects in the M22 Magnum, Plaintiffs
suffered the injunies and damages described herein.

SIXTH CAUSE OF ACTION: BREACH OF IMPLIED WARRANTY
Against All Defendants

225. Pluintiffs incorporate by reference Paragraphs 1 through 167 as though set forth
fully herein,

226. Defendants impliedly warranted that the products at issue in this Complaint and
its component parts were merchantable and fit for the ordinary and intended purposes for which
hip systems are used.

227, Plaintiff was a foreseeable user of the products at issue in this Complaint.

228. Plaintifl"s surgeon, as a purchasing agent, purchased the products at issue in this
Complaint for Plaintiff from Defendants.

229, At all times relevant to this Complaint, Plaintiff was in privity with the Biomet
and Distributor Defendants.

230. The Cuckler Defendants received a royalty payment from the sale of the defective
M2a Magnum that was implanted in Plaintiff's body by Plaintiff"s orthopedic surgeon.

231,  Plaintiff used the products at issue in this Complaint for its ordinary and intended

Purpose.
-
COMPLAINT AND DEMAND FOR JURY TRIAL




aoe =3 & Lt & e R e

B P e R ER S sSEsEREE SR E S

232,  The products at issue in this Complunt failed while being used for their ordinary
and intended purposc.

233.  As a direct and proximate result of the Defendants” breach of implied warranty,
Plaintiffs suffered injuries and damages described herein.
it

SEVENTH CAUSE OF ACTION: BREACH OF EXPRESS WARRANTY
Against All Defendants

234.  Plaintiffs incorporate by reference Paragraphs | through 167 as though set forth
fully herein.

235. Defendants sold and Plaintiff purchased, through Plaintiff's purchasing agent
surgeon, the Magnum products at issue in this Complaint.

236. At all times relevant to this Complaint, Plaintiff was in privity with Biomet and
Distributor Defendants.

237.  The Cuckler Defendants received a royalty payment from the sale of the defective
M2a Magnum that was implanted in Plaintiff’s body by Plaintift’s orthopedic surgeon.

238. Defendants expressly warranted by affirmation, promise, description, and sample
to Plaintiff and Plaintiff's physician that the products at issue in this Petition were of a quality
and character suitable for implantation and extended safe use in Plaintiff.

239. Such representations by Defendants were meant to induce Plaintiff, through
Plaintiff"s physician, 1o purchase the M2a Magnum products at issue in this Complaint.

240. The products at issue in this Complaint did not conform to the warranties and

representations made by Defendants.
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241. Defendanis breached the express warranties they provided with the M2a Magnum
products at issue in this Complaint.
242, As a direct and proximate result of Biomet Defendant’s breach of express

warranties, Plaintiff suffered injuries and damages described herein.

EIGHTH CAUSE OF ACTION: NEGLIGENT MISREFRESENTATION
Against All Defendants

243.  Plaintiffs incorporate by reference Paragraphs | through 167 as though set forth
fully herein.

244, Defendants made stalements conceming material facts which Defendants may
have believed to be true but which in fact were false, or otherwise omitted material facts including
the statement and omission set forth in 99 45-53; 1961-67; T1638-71; §172-78; T83-86; 195-116;
™117-127 and $7134-140

245, As stated above, Defendants, through sales literature, marketing materials,
meetings, verbal communications, medical publications, seminars and in the course of their
business, made misrepresentations of material facts about the M2a Magnum and/or concealed
information about the Magnum from Plaintiff and his orthopedic surgeon prior to Plaintifis
surgeries in 2011 including, but not limited to:

i Misrepresenting the Magnum is designed to reduce wear and provide
higher function for all patients;

b.  Misrepresenting the Magnum is clinically proven to reduce wear;

i Misrepresenting the Magnum is based on a strong clinical history and
reduces wear compared to the traditional hip replacement;

d. Misrepresenting the Magnum is designed to be installed in younger and
more active patients and will last longer than its competitors;
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e Misrepresenting the success rate of the Magnum;

£ Failing to disclose that the metal used for the Magnum was prone to
increased wear and caused excessive metal debnis;

g Failing to disclose the Magnum failed to obtain bony ingrowth and became
loose;

h. Failing to disclose that they were aware of and/or witnessed revision
surgeries in which the Magnum had failed, including becoming loose,
causing metallosis, excessive wear and corrosion on the neck stem,
disiocations, fractures of hardware, loose acetsbular components,
pseudotumors, ALVAL, ARMD and infection; and

i.  Failing to disclose that orthopedic surgeons were complaining about the
Magnum and were experiencing difficulty in installing the Magnum.

246. Defendants made these misrepresentations of material fact and/or concealmenis
of information about the Magnum from Plaintiff and Plaintiff's orthopedic surgeon, prior to
Plaintiffs surgery, and continued the misrepresentations and omissions thereafier.

247. Defendants were negligent in making such statements and/or concealing
information because they should have known the siatemenis were false or omiited material
information.

248. In making these statements and/or omissions, Defendants intended or expected
that Plaintiff and others would rely on the statements and/or omissions.

249.  Prior to Plaintiff"s surgery, Plaintiff and his orthopedic surgeon were indoced to
act in reliance on Defendants” misrepresentations and/or omissions and in fact purchased the
Magnum and installed the Magnum in Plaintiff’s hip.

250, Defendants failed 1o exercise ordinary care in making the above representations
and/or omissions and instead made the above representations and/or omissions knowing the

47
COMPLAINT AND DEMAND FOR JURY TRIAL




O B = B U ok kb b e

U HEBERHEHEBEOSIEGEaBEES

235

27
28

30

representations were false or were ignorant of the truth of the assertion.

251. Plaintiff and his orthopedic surgeon relied on the truth of Defendants’
representations and/or omissions about the Magnum and had a nght to rely on such.

252, Plaintiff was ignorant of Defendants’ misrepresentations and/or omissions.

253,  Asadirect and proximate result of the negligent misrepresentations and omissions
regarding the Magnum, Plaintiffs suffered injuries and damages as described herein.

NINTH CAUSE OF ACTION: NEGLIGENCE
Against All Defendants

254,  Plaintiffs incorporate by reference Paragraphs | through 167 as though set forth
fully herean.

255. Defendants, as the designers, manufacturers, promoters, marketers, sellers,
suppliers, distributors, andfor servicers of the Biomet M2a Magnum hip replacement system,
owed a duty (o use reasonable care in the design, manufacture, promotion, marketing, selling,
supplying. distribution, and/or service of Plaintiff"s hip replacement.

256. Defendants, in breach of the duties descnibed above, negligently and carelessly
designed, manufactured, promoted, marketed, sold, supplied, distnbuted and/or serviced the
products at issue in this Complaint.

257. Further, Defendants owed Plaintiffs a duty to provide reasonable complele and
accurate information to Plaintiff, Plaintiff"s orthopedic surgeon, and the orthopedic community
regarding the products at issue in this Complamt.

258. Defendants had a duty to adequately wam Plaintiffs of defects in the Magnum

which it knew or should have known about.
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259, Defendants had a continuing, post-sale, duty to warn Plaintiffs and others of
unreasonable risks of harms associated with the Magnum.

260. Defendants breached the above dutics by failing to adequately wam Plaintiffs,
Plaintifl"s orthopedic surgeon, and the orthopedic community regarding risks and dangers of the
Magnum.

261. Defendants, in breach of the duties described above, negligently and carelessly
designed, manufactured, promoted, marketed, sold, supplied, distributed and serviced the
Magnum hip replacement components implanted in Plaintiff,

262. Defendants, in breach of the duties described above, negligently and carelessly
failed to provide reasonable, complete, and accurate information 1o Plaintiff, his orthopedic
surgeon, and the orthopedic community regarding Plaintiff's Magnum.

263. As a direct and proximate result of Defendants’ breaches of duty, Plaintiffs

needlessly suffered injuries and damages as described herein.

TENTH CAUSE OF ACTION: INFORMATION NEGLIGENTLY
SUPPLIED FOR THE GUIDANCE OF OTHERS
Against All Defendants

264, Plaintiffs incorporate by reference Paragraphs 1 through 167 as though set forth
fully herein.

265. Plaintiffs’ purchase of the Magnum was a business transaction.

266, The Defendants all had a pecuniary intérest in the design, development, lesting,
promotion, marketing and sale of the Magnum.

267. The Defendants supplied false information for the guidance of others regarding

the selection of the Magnum as a safe and effective hip replacement option, as alleged above.
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268. The Defendants failed to exercise reasonable care and/or competence in obtaining
and communicating the information supplied for the guidance of others regarding the Magnum.

269, Plaintiff, and Plaintiff"s orthopedic surgeon agent, were within the limited group
of persons for whose benefit and guidance the Defendants intended o supply the information.

270, The Defendants intended for their information 10 influence either the transaction
in which Plaintiff, through Plaintiff’s orthopedic surgeon agent, purchased the Magnum or a
substantially similar transaction.

271, Plaintiff, individually and through Plaintiff's orthopedic surgeon agents,
justifiably relied upon the information provided by Defendants.

272,  Asa direct and proximate result of the Defendants’ false information, PlaintifTs
suffered pecuniary loss, injury and special and general damages as described herein.

ELEVENTH CAUSE OF ACTION: NEGLIGENCE
Against Distributor Defendants

273,  Plaintifls incorporate by reference Paragraphs | through 167 as though set forth
fully herein,

274. Distributor Defendants, as the promoters, marketers, sellers, distributor, and
servicers of the Magnum, owed an independent duty to Plaintiffs to provide accurate and
complete information to Plaintiffs, his orthopedic surgeon and the orthopedic community,

275, Distributor Defendants, in breach of the duty described above, negligently and
carelessly promoted, marketed, sold, distributed, and serviced the Magnum implanted in Plaintiff

in that:
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Distributor Defendants knew or should have known that the M2a Magnum
was failing at high rate and failed to disclose this information to Plaintiff
and/or his orthopedic surgeon prior to installation of the Magnum;
Distributor Defendants knew or should have known that other patients
experienced problems with the Magnum, including, but not limited to,
loosening of the cup, a ratcheting or clunking sensation, metallosis,
detenioration of the metal components, corrosion on the neck stem, and
reports of significant groin pain, all prior to the installation of the Magnum
in Plaintiff, and failed to disclose such information to Plaintiff and/or his
orthopedic surgeon;

Distributor Defendants misrepresented to Plaintiff and/or his orthopedic
surgeon prior to Plaintiff's surgery, that the Magnum’s design will reduce
wear and provide higher function for all patients;

Distributor Defendants misrepresented to Plaintiff and/or his orthopedic
surgeon that the Magnum is clinically proven to reduce wear when, in fact,
no clinical trials were submitted for approval by the FDA;

Distributor Defendants represented Magnum is based on a strong clinical
history and reduces wear compared to traditional hip replacement
components when, in fact, no clinical history was ever provided to the
FDA for approval;

Distributor Defendants misrepresented prior to installation in Plaintiff,

that the Magnum is designed to be installed in younger and more active
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patients and will last longer than similar products manufactured by
competitors including plastic products;

£ Distributor Defendants failed to disclose to Plaintiff and his orthopedic
surgeon, prior 1o Plaintiff®s surgeries, that independent experts from
around the world were waming the design of the Magnum was flawed;

h Distributor Defendants failed to disclose to Plaintiff and his orthopedic
surgeon that the design of the Magnum and metal used for the Magnum
hip cup was prone to increase wear and caused excessive metal debris;

i. Distributor Defendants failed to disclose to Plaintiff and his orthopedic
surgeon the Magnum hip cup failed to obtain bony ingrowth and became
loose.

j Distributor Defendants failed to disclose to Plaintiff and his orthopedic
surgeon that the Magnum causes pseudotumors, adverse tissue reactions,
tissue necrosis, metallosis, ALVAL, and bone necrosis.

276. Asa direct and proximate result of Distributor Defendants’ negligence, Plaintiffs
needlessly suffered injuries and damages as described herein.

TWELFTH CAUSE OF ACTION: MISREPRESENTATION

Against All Defendants
277.  Plaintiffs incorporate by reference Paragraphs 1 through 167 as though set forth
fully herein,
278. As stated sbove, Defendants, through sales literature, meetings, and verbal

communications, and in the course of their business, made misrepresentations of material facts
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about the Magnum and‘or concealed information sbout the Magnum from Plaintiff and his

orthopedic surgeon prior to Plaintiff's surgeries in 2011 and 2017 including, but not Limited to:

d.

Misrepresenting the Magnum is designed to reduce wear and provide
higher function for all patients;

Misrepresenting the Magnum is clinically proven to reduce wear,
Misrepresenting the Magnum is based on a strong clinical history and
reduces wear compared to the traditional hip replacement;
Misrepresenting the Magnum is designed to be installed in younger and
more active patients and will last longer than its competitors;
Misrepresenting the success rate of the Magnum;

Failing to disclose that the design of the Magnum and metal used for the
Magnum was prone to increased wear and caused excessive metal debris;
Failing to disclose the Magnum failed 1o obtain bony ingrowth and became
loose,

Failing to disclose that they were aware of and/or witnessed revision
surgeries in which the Magnum had failed, including becoming loose,
causing metallosis, pscudotumors, Hissue necrosis, bone necrosis, adverse
tissue reactions, ALVAL and excessive wear and comrosion on the meck
stem, dislocations, fractures of hardware, loose acetabular components
and infection; and

Failing to disclose that orthopedic surgeons were complaining about the

Magnum and were experiencing difficalty n installing the Magnum.

53

COMPLAINT AND DEMAND FOR JURY TRIAL




o =] @ W s G e e

ERRYEREEENERBE TSGR B RS 8

279, The above representations and/or omissions were material and made with the
intent that Plaintiff and Plaintiff's orthopedic surgeon rely on and were made to persuade and
induce them to choose the Magnum to be surgically implanted in Plaimtift.

280, The same representalions and/or omissions were made to Plaintiff"s orthopedic
surgeon prior to the Magnum being installed in Plaintiffs body.

281. Defendants failed to exercise ondinary care in making the above répreseniations
and instead made the above representations and/or omissions knowing the representations were
false or were ignorant of the truth of the assertion.

282,  Defendants made the above representations and/or omissions with the intention of
inducing the Plaintiff and his orthopedic surgeon to purchase and continue to purchase the
Magnum hip replacement components.

283. Prior to Plaintifi"s surgeries, Plaintiff and his orthopedic surgeon were induced to
act in reliance on Defendants’ misrepresentations and/or omissions and in fact purchased the
Magnum and installed the Magnum in the right hip of Plaintiff.

284. Upon information and belief, Defendants and/or their sales representative(s) were
present during the surgeries and failed to disclose the falsity of the misrepresentation and/or
omissions sct forth herein, and knowingly let a defective product be installed in Plaintiff "s body.

285.  Plaintiff was ignorant of Defendants’ misrepresentations and/or omissions,

286. Plaintiff and his orthopedic surgeon relied on the truth of Defendants’
representations and/or omissions about the Magnum and had a night to rely on such.

287. Asa direct and proximate result of Defendants’ negligence, Plaintiffs needlessly
suffered injuries and damages as described herein.
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THIRTEENTH CAUSE OF ACTION; LOSS OF CONSORTIUM
Against All Defendants

288. Plaintiff Laura Langford realleges and incorporates herein by reference each and
every allegation contained in the previous paragraphs.

289, At all times mentioned, plaintiff Laura Langford was and is the wife of Plaintiff’
Gary Langford.

200, That as a result of the negligent conduct of the Defendants and DOES 1-25, and
each of them, Plaintiff Lavra Langford suffered loss of marital services and consortium damages
due to the injuries to Plaintiff Gary Langford, her husband. Plaintiff Laura Langford is entitled
to recover consortium damages as a result of Defendants and DOES 1-25's negligent, and

intentional and wrongful conduct.

FOURTEENTH CAUSE OF ACTION: PUNITIVE DAMAGES
Against Biomet Defendants And Cuckler Defendants

291, Plaintiffs incorporate by reference each of the allegations set forth in this
Complaint as though fully set forth herein.

202, The acts, conduct, and omissions of Defendants and DOES 1-25, as alleged
throughout this Complaint were malicious, willful, wanton, ntentionally, oppressive and
fraudulent. Defendants and DOES 1-25 commitied these acts with a conscious disregard for the
rights of Plaintiffs and other Magnum systemn users and for the primary purpose of increasing
Defendants’ profits from the sale and distribution of the Magnum system. Defendants and DOES
1-25 outrageous and unconscionable conduct warrants an award of exemplary and punitive
damages in an amount appropriate to punish and deter such conduct of Defendants and DOES |-

25 in the future,
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293. Prior to the manufacturing, sale, and distribution of the Magnum system implanted
in Plaintiff's body, Defendants and DOES 1-25 knew that said product was in a defective
condition and users would experience and did experience severe mjunes. Further, Defendants
and DOES 1-25, through their officers, directors, managers, and agents, knew that the product
presented a substantial and unreasonable risk of harm to the public, including Plaintiffs and as
such, Defendants and DOES 1-25 unreasonably subjected consumers to risk of injury from using
the Magnum system

294. Despite their knowledge, Defendants and DOES 1-25, acting through their
officers, directors and managing agents, for the purpose of enhancing Defendants’ profits,
knowingly and deliberately failed to remedy the known defects in the Magnum system and failed
to wamn the public, including Plaintiffs, of the extreme risk of injury occasioned by said defects
inherent in the Mapnum system. Defendants and DOES 1-25 and their agents, officers, and
directors intentionally proceeded with the manufacturing, sale, distribution and marketing of the
Magnum system, knowing thal these actions would expose users lo serious danger in order to
advance Defendants and DOES 1-25"s pecuniary interest and monetary profits.

295,  As adirect and proximate result of Defendants and DOES 1-25"s willful, wanton,
careless, reckless, conscious, and deliberate disregard for the safety and nghts of consumers
including the Plaintiffs, the Plaintiffs have suffered and will continue to suffer severe and
permanent physical and emotional injuries, as described with particularity, above. Plaintiffs have
endured and will continue to endure pain, suffering, and loss of enjoyment of life; and have
suffered and will continue to suffer economic loss, including incuming significant expenses for

miedical care and treatment.
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296. Defendants and DOES 1-25"s aforesaid conduct was committed with knowing,
conscious, careless, reckless, willful, wanton, and deliberate disregard for the safety and nghts
of consumers including Plaintiffs, thereby entitling Plaintiffs to punitive damages in an amount
appropriate to punish Defendants and DOES 1-25 and deter them from similar conduct in the

future.

DEMAND FOR JURY TRIAL

297, Plaintiffs demand that a jury be impaneled to hear this case and all causes of action
stated herein and to award such damages as the jury finds to be fair and reasonable under the

circumstances.

PRAYER FOR RELIEF

WHEREFORE, Plaintiffs, pray for relief and judgment against Defendants as follows:

{a) For general damages in a sum in excess of the jurisdictional minimum of this
Court;

(b)  For medical, incidental, and hospital expenses; both past and future according to
proof,

(c)  For Past and future lost wages and loss of income;

(d) For pre-judgment and post-judgment interest as provided by law;

(e}  Fora full refund of all purchase costs Plaintiff paid for the Magnum system;

(fi  For compensatory damages in excess of the jurisdictional minimum of this Court;

(2)  For consequential damages in excess of the junsdictional minimum of this Court;
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(h)  For punitive damages in an amount sufficient to deter similar conduct in the
furture;
(i) Forattorneys’ fees, expenses, and costs of this action; and

(i)  For such further relief as this Court deems necessary, just and proper.

Dated: Agril 16, 2019 /Tﬂ/j/‘{‘

Brian D. Chase, Esq., SBN 164109
Tom G. Antunovich, Esq., SBN 305216

BISNAR | CHASE LLP
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Newport Beach, CA 92660

Tel: 949-752-2990

Fax: 949-752-2777

Primary Email: bchase(@bisnarchase.com
Primary Email: tantunovich(@bisnarchase.com

Altom M. Maglio, Esquire- To be admitted Pro
Hae Vice

Michael J. Cowgill, Esquire- To be admiited Pro
Hae Vice
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1605 Main Street, Suite 710

Sarasota, FL 34236

Phone 888-952-5242

Primary Email: gmma jnctiawyers.com

Primary Email: meowmlli@metlawvers, com
Secondary Email: melissa@mctlawyers.com
Secondary Email: enkaitmetlaw vers.com

Brian Franciskato, Esquire- To be admitted Pro
Hac Vice

NASH & FRANCISKATO LAW FIRM
Two Pershing Square

2300 Main Street, Suite 170

Kansas City, MO 64109

Phone 816-221-6600

Primary Email:

bfmpciskato nashirana skato, con)
Secondary Email:
acrydermani@inashfranciskato.com
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