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U.S. DISTRICT COURT

DISTRICT OF VERMONT
UNITED STATES DISTRICT COURT [ LED
FOR THE 2016.0EC -5 -
DISTRICT OF VERMONT UBDEC -5 PH 1149
~ CLERK
WARREN BLANCHARD Jr. ClVll i Wo-3-3€ W
Plaintiff, é)%;p T
V.

DEPUY ORTHOPAEDICS, INC. and
JOHNSON & JOHNSON SERVICES, INC.

)
)
)
)
)
)
Defendants. )

COMPLAINT AND DEMAND FOR JURY TRIAL
NOW COMES the Plaintiff, Warren Blanchard, individually, by and through his attorney

Matthew Hart Esq, and complains against the Defendants as follows:

PARTIES
1. Plaintiff Warren Blanchard is a resident of Bridgewater, Vermont.
2. Upon information and belief, Defendant Depuy Orthopaedics, Inc. is, and at all times

relevant to this Complaint was, an Indiana Corporation with its principal place of business at 700
Orthopaedic Drive, Warsaw, Indiana 46581. Defendant DePuy Orthopaedics, Inc.'s registered agent
for service is CT Corporation Systems, 251 East Ohio Street, Suite 1100, Indianapolis, IN 46204,

3. At all relevant times to this Complaint, Depuy Orthopaedics, Inc., designed,
manufactured, tested, marketed, distributed and sold the metal-on-metal Pinnacle Device, either
directly or indirectly, to customers throughout the United States, including the Plaintiff, Warren
Blanchard Jr.

4, Defendant Johnson & Johnson Services, Inc. is, and at all times relevant to this
Complaint was, a New Jersey Corporation with its principal place of business at One Johnson &
Johnson Plaza, New Brunswick, New Jersey 08933, and was the parent company of Depuy

Orthopaedics, Inc. Defendant Johnson & Johnson Services, Inc. is and was at all times relevant
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herein doing business in and/or having directed its activities at Texas, and specifically this judicial
district. Defendant Johnson & Johnson Services, Inc.'s registered agent for service is Johnson &
Johnson, One Johnson & Johnson Plaza, New Brunswick, New Jersey 08933.

5. At all relevant times to this Complaint, Defendant Johnson & Johnson Services,
Inc., as the parent company of Depuy Orthopaedics, Inc., designed, manufactured, tested,
advertised, marketed, distributed and sold the metal-on-metal DePuy Pinnacle Devices, either
directly or indirectly, to customers throughout the United States including the Plaintiff, Warren
Blanchard Jr.

JURISDICTION

6. This Court has jurisdiction over this matter pursuant to 28 U.S.C. § 1332 there

being amount in controversy in excess of $75,000.00 and this action being between citizens of

different states.

Facts
7. Plaintiffs allege on information and belief against Depuy Orthopaedics, Inc. and
Johnson & Johnson Services, Inc. the following:
8. Defendants manufactured the metal on metal Pinnacle Hip Implant Device

("DePuy Pinnacle Device"). The Pinnacle Device was designed, developed, and sold for
human hip joints damaged or diseased due to, among other things, fracture, osteoarthritis,
rheumatoid arthritis, and vascular necrosis. The DePuy Pinnacle Device is designed to be
fastened to human bone with surgical screws. The Depuy Pinnacle Device was designed and
sold to provide pain relief and consistent and smooth range of motion. Defendants marketed
the DePuy Pinnacle Devices as having significant advantages over other hip devices and hip

replacement systems. Defendants also advertised and sold the DePuy Pinnacle Device as the
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best surgical option that "recreates the natural ball-and-socket joint of your hip, increasing
stability and range of motion."

9. On information and belief, Plaintiff alleges that Defendants were aware that the
DePuy Pinnacle Device may result in aseptic lymphocytic vasculitis-associated lesions,
metallosis, biologic toxicity and high failure rate. Plaintiffs further allege that the DePuy
Pinnacle Devices result in unsafe release of toxic metal ions into hip implant recipients' tissue
and bloodstream. Plaintiffs further allege that Defendants are aware the metal particles from
DePuy Pinnacle Devices results in metallosis tissue death, bone erosion and development of
tumors.

10.  On information and belief, the implantation of DePuy Pinnacle Device results in
the nearly immediate systemic release of high levels of toxic cobalt-chromium metal ions into
every hip implant patient's tissue and bloodstream. This is because cobalt-chromium metal
particles are released by friction from the metal femoral head rotating within the metal liner.
The particles then accumulate in the patient's tissue surrounding the implant giving rise to
aseptic lymphocytic vasculitis-associated lesions, metallosis, pseudotumors and other painful
conditions.

11.  On information and belief Plaintiffs further allege that Defendants are aware that
DePuy Pinnacle Device recipients have elevated cobalt and chromium levels greatly exceeding
acceptable safety standards as a result of the defective DePuy Pinnacle Devices.

12. On or about December 30, 2005 Plaintiff underwent a Right total hip
arthroplasty; performed by Dr. Stephen Kantor at Dartmouth-Hitchcock Medical Center in

New Hampshire. Depuy Pinnacle Devices were implanted in in Plaintiff’s right hips.
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13.  After the surgery, friction and wear between the cobalt-chromium metal head and
cobalt-chromium metal liner caused large amounts of toxic cobalt-chromium metal ions and
metal particles to be released into Plaintiff’s blood and tissue and bone surrounding the
implants. As a result, Plaintiff, experienced severe pain and discomfort and inflammation in
and around his implant.

14.  After Plaintiff was implanted with the Pinnacle Devices and as a direct result thereof
Plaintiff suffered elevated cobalt and chromium levels, aseptic lymphocytic vasculitis-associated
lesions and a severe and painful reaction to metal debris in his hip joints.

15.  As adirect result of chronic and debilitating pain and discomfort and other
symptoms, Plaintiff, was required to undergo a revision surgery to replace the right hip implant
on or about September 16, 2016. The revision surgery was performed by Dr. Wayne Moschetti
M.D. at Dartmouth-Hitchcock in New Hampshire.

16.  All the injuries and complications suffered by Plaintiff, were caused by the
negligent and defective design of the DePuy Pinnacle Devices, lack of adequate warnings,
construction and unreasonably dangerous character of the DePuy Pinnacle Devices that were
implanted in him. Had Defendants not concealed the known defects, the early failure rate, the
known complications and the unreasonable risks associated with the use of the DePuy
Pinnacle Devices, Plaintiff, would not have consented to the DePuy Pinnacle Devices being

used in his total hip arthroplasties.

COUNT I NEGLIGENCE
17.  Defendants had a duty to exercise reasonable care in the designing, researching,

manufacturing, marketing, supplying, promoting, sale, testing, quality assurance, quality control
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and distribution of the Pinnacle Device into the stream of commerce, including a duty to assure
that the device would not cause those who had it surgically implanted to suffer adverse harmful
effects.

18. Defendants failed to exercise reasonable care in the designing, researching,
manufacturing, marketing, supplying, promoting, sale, testing, quality assurance, quality
control and distribution of the Pinnacle Device into interstate commerce. Defendants knew or
should have known that those individuals who had the device surgically implanted were at
risk for suffering harmful effects from it, including but not limited to partial or complete loss
of mobility, loss of range of motion, as well as other severe and personal injuries which are
permanent and lasting in nature, physical pain and mental anguish, including diminished
enjoyment of life. Additionally, Defendants knew or should have known about the harmful
effects from the need for a revision surgery to replace the device with the attendant risks of
complications and death from such further surgery.

19.  The negligence of Defendants, their agents, servants and employees, included
but was not limited to the following acts and/or omissions:

a. Negligently designing the Pinnacle Device in a manner that was dangerous to those

individuals who had the device surgically implanted,

b. Designing, manufacturing, producing, creating and promoting the Pinnacle Device

without adequately, sufficiently or thoroughly testing it;

c. Not conducting a sufficient testing program to determine whether the Pinnacle Device

was safe for use;
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d. Marketing and selling the Pinnacle Device when Defendants knew or should
have known that it was unsafe and unfit for use because of the dangers to its
users;

e. Selling the Pinnacle Device without making proper and sufficient tests to determine
the dangers to its users;

f. Negligently failing to adequately and correctly warn Plaintiff or his physicians,
hospitals and healthcare providers of the dangers of the Pinnacle Device;

g Negligently failing to recall their dangerous and defective Pinnacle Device at the
earliest date that it became known that the device was, in fact, dangerous and
defective;

h. Failing to provide adequate instructions regarding safety precautions to be observed
by surgeons who would reasonably and foreseeably come in contact with, and more
particularly, implant the Pinnacle Device into their patients;

i. Negligently advertising and recommending the use of the Pinnacle Device despite the
fact Defendants knew or should have known of its dangerous propensities;

1. Negligently representing that the Pinnacle Device was safe for use for its intended
purpose, when, in fact, it was unsafe;

j Negligently representing that the Pinnacle Device offered low wear and high stability,
when, in fact, the opposite was true;

k. those individuals who had it implanted;

1. Negligently producing the Pinnacle Device in a manner that was dangerous to

those individuals who had it implanted;
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m. Negligently assembling the Pinnacle Device in a manner, that was dangerous to those

individuals who had it implanted;

n. Negligently under-reporting, underestimating and downplaying the serious dangers

of the Pinnacle Device.

20. Defendants were further negligent in the designing, researching, supplying,
manufacturing, promoting, packaging, distributing, testing, advertising, warning, marketing and sale
of the Pinnacle Device in that they:

a. Failed to use due care in designing and manufacturing the Pinnacle Device so as to

avoid the risks to individuals that had the devices surgically implanted;

b. Failed to accompany their product with proper warnings;
c. Failed to accompany their product with proper instructions for use;
d. Failed to conduct adequate testing, including pre-clinical and clinical testing and

post-marketing surveillance to determine the safety of the Pinnacle Device;

21.  Even though Defendants knew or should have known that the Pinnacle
Device caused harm to individuals that had the device surgically implanted, Defendants continued
to market, manufacture, distribute and sell the Pinnacle Device.

22.  Defendants knew or should have known that consumers, such as Plaintiff, would
suffer foreseeable injury and be at increased risk of suffering an injury as a result of Defendants'
failure to exercise ordinary care, as set forth above.

23.  Defendants' negligence was the proximate cause of Plaintiffs physical, mental
and emotional injuries and harm, and economic loss, which he suffered.

24. By reason of the foregoing, Plaintiff experienced and will experience severe

harmful effects including but not limited to partial or complete loss of mobility, loss of range of
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motion, as well as other severe and personal injuries which are permanent and lasting in nature,
physical pain and mental anguish, including diminished enjoyment of life. Plaintiff needed a
revision surgery and may also need another revision surgery to replace the devices, which carries
the attendant risks of complications and death from such further surgery.

25. In performing the foregoing acts and omissions, Defendants acted grossly
negligent, fraudulently and with malice so as to justify an award of punitive and/or
exemplary damages.

COUNT II STRICT LIABILITY—FAILURE TO WARN

26. Defendants designed, manufactured, tested, marketed and distributed into the stream
of commerce the Pinnacle Devices.

27.  The Pinnacle Devices placed into the stream of commerce by Defendants were
defective due to inadequate warnings, because Defendants knew or should have known that the
Pinnacle Devices could fail early in patients and therefore cause physical injury, pain and
suffering, debilitation and the need for a revision surgery to replace the device, with the
attendant risks of complications and death from such further surgery, but Defendants failed to
give consumers and physicians adequate warning of such risks. Further, the Pinnacle Devices
placed into the stream of commerce by Defendants were surgically implanted in a manner
reasonably anticipated by Defendants.

28. As a direct and proximate result of Defendants' placement of the defective
Pinnacle Devices into the stream of commerce, Plaintiff experienced and will experience
severe harmful effects including but not limited to partial or complete loss of mobility, loss
of range of motion, as well as other severe and personal injuries which are permanent and

lasting in nature, physical pain and mental anguish, including diminished enjoyment of life.
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29.  In performing the foregoing acts and omissions, Defendants acted with gross
negligence, fraudulently, and with malice so us to justify an award of punitive and/or exemplary
damages.

COUNT III STRICT LIABILITY-MANUFACTURING DEFECT

30. Defendants designed, manufactured, tested, marketed and distributed into the stream
of commerce the Pinnacle Devices.

31. At all times herein mentioned, the Pinnacle Device designed, researched,
manufactured, tested, advertised, promoted, marketed, sold and distributed by Defendants was
in an unsafe, defective and unreasonably dangerous condition at the time it left Defendants'
possession.

32.  Atall times herein mentioned, the Pinnacle Device was expected to and did reach
the usual consumers, handlers, and persons coming into contact with said product without
substantial change in the condition in which it was designed, produced, manufactured, sold,
distributed, and marketed by Defendants.

33.  The Pinnacle Device that was surgically implanted in Plaintiff was defective
in its manufacture when it left the hands of Defendants in that it deviated from product
specifications, posing a serious risk that it could fail early in patients thereby giving rise to
physical injury, pain and suffering, debilitation and the need for a revision surgery to replace the
device with the attendant risks of complications and death from such further surgery.

34.  As a direct and proximate result of Defendants' placement of the defective and
unreasonably dangerous Pinnacle Devices into the stream or commerce, the Plaintiff suffered

substantial damages.
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COUNT IV STRICT LIABILITY-DESIGN DEFECT

35. | At all times herein mentioned, Defendants designed, researched, manufactured,
tested, advertised, promoted, marketed, sold and distributed the Pinnacle Device that was
surgically implanted in Plaintiff.

36. At all times herein mentioned, the Pinnacle Device designed, researched,
manufactured, tested, advertised, promoted, marketed, sold and distributed by Defendants was in
an unsafe, defective, and unreasonably dangerous condition, which was dangerous to users such as
Plaintiff who had the devices surgically implanted.

37.  Atall times herein mentioned, the Pinnacle Device designed, researched,
manufactured, tested, advertised, promoted, marketed, sold and distributed by Defendants was
in an unsafe, defective and unreasonably dangerous condition at the time it left Defendants'
possession.

38. At all times herein mentioned, the Pinnacle Device was expected to and did
reach the usual consumers, handlers, and persons coming into contact with said product
without substantial change in the condition in which it was designed, produced, manufactured,
sold, distributed, and marketed by Defendants.

39.  Atall times herein mentioned, the Pinnacle Device's unsafe, defective, and
unreasonably dangerous condition was a proximate, producing or other legal cause of injury to
Plaintiff

40.  Atall times herein mentioned, the Pinnacle Device failed to perform as safely as an
ordinary consumer would expect when used in an intended or reasonably foreseeable manner.

41.  Plaintiffs injuries resulted from use of the Pinnacle Device that was both intended

and reasonably foreseeable by Defendants.

10
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42. At all times herein mentioned, the Pinnacle Device posed a risk of danger inherent
in its design which outweighed the benefits of that design.

43, At all times herein mentioned, the Pinnacle Device was defective and unsafe, and
Defendants knew or had reason to know that it was defective and unsafe, especially when used in
the form and manner as provided by Defendants.

44.  Defendants knew, or should have known, that the Pinnacle Device was in a
defective condition, and was and is unreasonably dangerous and unsafe.

45. At the time of the implantation of the Pinnacle Device into the Plaintiff, the product
was being used for the purposes and in a manner normally intended, namely for use as a hip
replacement device.

46. Defendants, with this knowledge, voluntarily designed its Pinnacle Device in a
dangerous condition for use by the public and, in particular, the Plaintiff.

47.  Defendants had a duty to create a product that was not unreasonably dangerous for
its normal, intended use.

48. Defendants designed, researched, manufactured, tested, advertised, promoted,
marketed, sold and distributed a defective product which, when used in its intended or reasonably
foreseeable manner, created an unreasonable risk to the health of consumers and to Plaintiff, in
particular, and Defendants are therefore strictly liable for the injuries sustained by Plaintiff.

49. At all times herein mentioned, there was a safer alternative design that was both
technologically and economically feasible which would have eliminated or substantially reduced
the damage to the Plaintiff.

50.  Asadirect and proximate result of Defendants' placement of the defective

Pinnacle Devices into the stream of commerce, Plaintiff experienced and will experience

11
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severe harmful effects including but not limited to partial or complete loss of mobility, loss of
range of motion, as well as other severe and personal injuries which are permanent and lasting
in nature, physical pain and mental anguish, including diminished enjoyment of life. Plaintiff
needed a revision surgery and may also need another revision surgery to replace the devices,
which carries the attendant risks of complications and death from such further surgery.

51.  In performing the foregoing acts and omissions, Defendants acted with gross
negligence, fraudulently, and with malice so as to justify an award of punitive and exemplary
damages.

COUNT V NEGLIGENT MISREPRESENTATION

52. Defendants made misrepresentations and omissions of material facts, including, but
not limited to:

a) That Plaintiff's implant was fit for its intended use;

b) That Plaintiff's implant was of merchantable quality;

c) That Plaintiff's implant was safe and efficacious in the treatment of Plaintiff's

medical condition;

d) That Plaintiff's implant would function as intended when necessary;

€) That Plaintiff's implant was not defective, such that it would fail to function as

intended; and

) That Plaintiff's implant was not unreasonably dangerous.
53.  These representations and omissions were false and misleading at the time they
were made.

54.  Defendants negligently and carelessly made the foregoing misrepresentations

without a basis.
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55.  Defendants were aware that they did not possess information on which to
accurately base the foregoing representations and concealed from Plaintiff that there was no
reasonable basis for making these representations.

56.  When Defendants made these representations, they knew or should have known
them to be false.

57.  Inreliance upon the misrepresentations by the Defendants, Plaintiff was induced
to and did subject himself to the use of the Pinnacle Device. If Plaintiff had known of the true
facts, he would not have taken such action and risk. Plaintiffs reliance on Defendants'
misrepresentations and omissions was reasonable because said representations were made by
individuals and entities in a position to know the true facts.

58.  Asaresult of the foregoing negligent misrepresentations by Defendants, Plaintiff
suffered injury, expense and economic loss as previously described.

COUNT VI BREACH OF EXPRESS WARRANTY

59. Defendants designed, manufactured, tested, marketed and distributed into the
stream of commerce the Pinnacle Devices.

60.  Defendants expressly warranted that the Pinnacle Devices were safe and effective
hip replacement systems.

61.  The Pinnacle Devices placed into the stream of commerce by Defendants did not
conform to these express representations because they failed early, as did Plaintiffs, thereby giving
rise to unnecessary physical injury, pain and suffering, debilitation, and the possible need for a
revision surgery to replace the device with the attendant risks of complications and death from

such further surgery.

13
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62.  Asadirect and proximate result of Defendants' breach of express warranties
regarding the safety and effectiveness of the Pinnacle Devices, Plaintiff suffered substantial
damages.

JURY DEMAND

Plaintiff, Warren Blanchard, hereby demands a trial by jury as to all claims in this
action.

WHEREFORE, the Plaintiff respectfully requests that this Honorable Court and the jury
grant him judgment in an amount to be determined by the trier of fact as just, and other relief as

the Court deems just and equitable; and in an amount in excess of $75,000.00.

DATED at Rutland, Vermont, this 5" day of December, 2016.

WARR?/BLANCHARD Jr.

By: K
Matthew G. Hart, Esq.
1085 US-4 Suite 1-B
Rutland VT 05701
Matthew hart@mbhartlaw.com
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