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UNITED STATES DISTRICT COURT

NORTHERN DISTRICT OF GEORGIA

ROME DIVISION

MELISSA SHIRLEY CASE NO.: 4:17-cv-90-HLM

Plaintiffs COMPLAINT FOR DAMAGES
AND

v. DEMAND FOR JURY TRIAL

JOHNSON & JOHNSON; 1. Strict Liability
MENTOR CORPORATION; and 2. Product Liability
MENTOR WORLDWIDE, LLC 3, Negligence

4. Breach of Express Warranty
5. Breach of Implied Warranty
6. Negligent Representation

Defendants

Plaintiffs, by and through the undersigned counsel, hereby bring this Complaint for

damages against the Defendants, and allege the following:

INTRODUCTION

This is an action for damages suffered by Plaintiff as a direct and proximate result

ofDefendants' negligent and wrongful conduct in connection with the design, development,

manufacture; testing, packaging, promoting, marketing, advertising, distribution, labeling, and/or

sale ofMENTOR Saline Breast Implants, Catalog number: 350-1680.(Hereafter referred to as

THE IMPLANTS" Plaintiffmaintains that the Implants are defective, dangerous to human

health, unfit and unsuitable to be marketed and sold in commerce, and lacked proper warnings
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and directions as to the dangers associated with its use.

PARTIES

2. Plaintiff MELISSA SHIRLEY is a natural persons and at

all relevant times a resident and citizens of WALKER County, Georgia. Plaintiffbring this action

for personal injuries sustained by the use of The Implants, As a direct and proximate result of the

negligent and defective Implants, Plaintiff has suffered injury in the foixii bio-toxin disease,

sternal pain, mastodynia„ and mold infection manifested as enlarged lymph nodes.

3. Defendant Johnson & Johnson is a New Jersey corporation that has its principal

place of business at One Johnson & Johnson Plaza, New Brunswick, Middlesex County, New

Jersey 08933.

4. Defendant Johnson & Johnson has transacted and conducted business within the

State of Georgia.

5. Defendant Johnson & Johnson has derived substantial revenue from goods and

products used in the State of Georgia.

6. Defendant Johnson & Johnson expected or should have expected its acts to have

consequences within the State of Georgia, and derived substantial revenue from interstate

commerce.

7. Defendant Johnson & Johnson was engaged in the business of designing,

developing, manufacturing, testing, packaging, promoting, marketing, distributing, labeling,

and/or selling The Implants.
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8. Defendant Mentor Corporation (MENTOR Corp.) was a company was organized

under the laws of Minnesota.

9. Defendant MENTOR Corp has transacted and conducted business within the State

of Georgia.

10. Defendant MENTOR Corp has derived substantial revenue from goods and

products used in the State of Georgia.

11. Defendant MENTOR Corp expected or should have expected their acts to have

consequences within the State of Georgia, and derived substantial revenue from interstate

commerce.

12. At all times material hereto, Defendant MENTOR Corp was engaged in the

business of designing, developing, manufacturing, testing, packaging, promoting, marketing,

distributing, labeling, and/or selling The Implants.

13. Defendant MENTOR Corp is part of the Defendant Johnson & Johnson's "Family

of Companies."

14. Defendant Mentor Worldwide, LLC. (hereinafter "Worldwide") is a Delaware

corporation. It maintains a registered agent in Gwinnett County, Georgia.

15. Defendant Worldwidel has transacted and conducted business within the State of

Georgia.

16. Defendant Worldwide has derived substantial revenue from goods and products

used in the State of Georgia.

-3-



Case 4:17-cv-00090-HLM Document 1 Filed 05/15/17 Page 4 of 17

17, Defendant WORLDWIDE expected or should have expected their acts to have

consequences within the State of Georgia, and derived substantial revenue from interstate

commerce.

18. At all times material hereto, Defendant Worldwide was engaged in the business of

designing, developing, manufacturing, testing, packaging, promoting, marketing, distributing,

labeling, and/or selling The Implants.

19. Defendant Worldwide is a wholly owned subsidiary ofDefendant Johnson &

Johnson.

20. As used herein, -Defendants" includes all named Defendants.

21. Defendants are authorized to do business in Georgia and derive substantial

income from doing business in this state.

22. Upon information and belief, Defendants purposefully availed themselves of the

privilege ofconducting activities with Georgia, thus invoking the benefits and protections of its

laws.

23. Upon information and belief, Defendants did act together to design, sell,

advertise, manufacture, infoint medical providers and/or distribute The Implants with full

knowledge of its dangerous and defective nature.

JURISDICTION AND VENUE

24. Plaintiff is a resident of Walker County, Georgia. The development of Plaintiff s
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disease giving rise to this complaint occurred in Walker County, Georgia. Defendants are

nonresident corporations. The amount in controversy is in excess of $75,000.00.

25. The defendants have availed themselves of the laws and protections of the state of

Georgia.

26. The Defendants have sold, marketed and received revenue from the state of

Georgia, and specifically Walker County, Georgia.

27. The Defendants are subject to the jurisdiction and venue ofthis court.

TIMELINESS OF SUIT

28. The statute of limitations on Plaintiff's claims were tolled until her implants were

removed and the improper design defects, failures and compromise of the Implants were

discovered on May 14, 2015. Her claim is brought within two years of that date, given the two

year anniversary was on a Sunday and extended to Monday, June 15, 2017.

29. Plaintiff's claims are not subject to the statute of repose as her claims are for

disease caused by a defective product.

30. Plaintiff s claims are timely filed.

FACTUAL ALLEGATION

31. At all relevant times, Defendants were in the business of and did design, research,
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manufacture, test, advertise, promote, market, sell, distribute, and/or have acquired and are

responsible for Defendants who have designed, researched, manufactured, tested, advertised,

promoted, marketed, sold and distributed MENTOR Corp

32. Plaintiff underwent surgery to have The Implants installed on June 19, 2003 in

Floyd County, Georgia. She developed severe disease process, which was diagnosed in 2015 as

bio-toxin disease.

33. The Implants were removed surgically on May 14, 2015 and found to have

defective valves, internal debris and determined to have been leaking.

FIRST CAUSE OF ACTION

[Strict Liability]

34. The Implants were defective at the time of its manufacture, development,

production, testing, inspection, endorsement, prescription, sale and distribution in that warnings,

instructions and directions accompanying The Implants failed to warn of the dangerous risks

posed by The Implants, including the risk of developing severe autoimmune and toxicity

diseases.

35. At all times alleged herein, The Implants was defective and Defendants knew that

The Implants was to be used by consumers without inspection for defects. Moreover, Plaintiff,

her prescribing physicians, and her health care providers neither knew nor had reason to know at

the time of Plaintiff's use ofThe Implants of the aforementioned defects. Ordinary consumers

would not have recognized the potential risks for which Defendants failed to include the
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appropriate warnings.

36. At all times alleged herein, The Implants were prescribed to and used by Plaintiff

as intended by Defendants and in a manner reasonably foreseeable to Defendants.

37. The design ofThe Implants was defective in that the risks associated with using

The Implants outweighed any benefits of the design. Any benefits associated with the use ofThe

Implants were either relatively minor or nonexistent and could have been obtained by the use of

other, alternative treatments and products that could equally or more effectively reach similar

results.

38. The defect in design existed when the product left Defendant's possession.

39. At the time The Implants left the control of Defendants, Defendants knew or

should have known the risks associated with The Implants

40. As a result ofThe Implants defective condition, Plaintiff suffered the injuries and

damages alleged herein.

SECOND CAUSE OF ACTION

[Product Liability Failure to Warn]

41. Plaintiff re-alleges all prior paragraphs of the Complaint as if set out here in full.

42. Defendants have engaged in the business of selling, distributing, supplying,

manufacturing, marketing, and/or promoting The Implants, and through that conduct have

knowingly and intentionally placed The Implants into the stream of commerce with full
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knowledge that they reach consumers such as Plaintiff.

43. Defendants did in fact sell, distribute, supply, manufacture, and/or promote The

Implants to Plaintiff and to her prescribing physician. Additionally, Defendants expected the The

Implants that they were selling, distributing, supplying, manufacturing, and/or promoting to reach

and The Implants did in fact reach prescribing physicians and consumers, including Plaintiff

and her prescribing physicians, without any substantial change in the condition of the product

from where it was initially distributed by Defendants.

44. At all times herein mentioned, the aforesaid product was defective and unsafe in

manufacture such that it was unreasonably dangerous to the user, and was so at the time it was

distributed by Defendants and ingested by Plaintiff. The defective condition of The Implants was

due in part to the fact that it was not accompanied by proper warnings regarding the possible side

effect toxicity diseases.

45 This defect caused serious injury to Plaintiff, who used The Implants in its

intended and foreseeable manner.

46. At all times herein mentioned, Defendants had a duty to properly design,

manufacture, compound, test, inspect, package, label, distribute, market, examine, maintain

supply, provide proper warnings, and take such steps to assure that the product did not cause

users to suffer from unreasonable and dangerous side effects.

47. Defendants so negligently and recklessly labeled, distributed, and promoted the

aforesaid product that it was dangerous and unsafe for the use and purpose for which it was
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intended.

48. Defendants negligently and recklessly failed to warn of the nature and scope to the

side effects associated with The Implants.

49. Defendants were aware of the probably consequences of the aforesaid conduct.

Despite the fact that Defendants knew or should have known that The Implants caused serious

injuries, they failed to exercise reasonable care to warn of the dangerous side effect ofdeveloping

disease from The Implants use, even though this side effect was known or reasonably

scientifically knowable at the time of distribution, Defendants willfully and deliberately failed to

avoid the consequences associated with their failure to warn, and in doing so, Defendants acted

with a conscious disregard for the safety of Plaintiff.

50. Plaintiff could not have discovered any defect in the subject product through the

exercise of reasonable care.

51. Defendants, as the manufacturers and/or distributors of the subject product, are

held to the level of knowledge of an expert in the field.

52. Plaintiff reasonably relied upon the skill, superior knowledge, and judgment of

Defendants.

53. Had Defendants properly disclosed and communicated the risks and label changes

associated with The Implants, Plaintiff would have avoided the risk of toxicity diseases by not

using The Implants.

54. As a direct and proximate result of the carelessness, negligence, recklessness, and
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gross negligence of Defendants alleged herein, and in such other ways to be later shown, the

subject product caused Plaintiff to sustain injuries as herein alleged.

THIRD CAUSE OF ACTION

[Negligence]

55. Plaintiff re-alleges all prior paragraphs of the Complaint as if set out here in full.

56. At all times material hereto, Defendants had a duty to exercise reasonable care to

consumers, including Plaintiff herein, in the design, development, manufacture, testing,

inspection, packaging, promotion, marketing, distribution, labeling and/or sale of The Implants.

57. Defendants breached their duty of reasonable care to Plaintiff in that they

negligently designed, promoted, marketed, distributed, and/or labeled the subject product.

58. Plaintiff's injuries and damages alleged herein were and are the direct and

proximate result of the carelessness and negligence of Defendants, including, but not limited to,

one or more of the following particulars:

a) In the design, development, research, manufacture, testing,

packaging, promotion, marketing, sale and/or distribution of The

Implants;

b) in the failing to warn or instruct, and/or adequately warn or

adequately instruct, users of the subject product, including Plaintiff

herein, of The Implants's dangerous and defective characteristics;
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c) in the design, development, implementation, administration,

supervision, and/or monitoring ofclinical trials for the subject

product;

d) in promoting the subject product in an overly aggressive deceitful,

and fraudulent manner, despite evidence as to the product's

defective and dangerous characteristics due to its propensity to

cause toxicity diseases;

e) in representing that the subject product was safe for its intended

use when, in fact, the product was unsafe for its intended use;

0 in failing to perform appropriate pre-market testing of the subject product;

in failing to perform appropriate post-market surveillance of the subject product;

h) in failing to adequately and properly test The Implants before and

after placing it on the market;

I) in failing to conduct sufficient testing on The Implants which, if

properly performed, would have shown that The Implants had the

serious side effect leaking and causing toxicity diseases;

j) in failing to adequately warn Plaintiff and her healthcare providers

that the use of The Implants carried a risk of developing toxicity

diseases;

k) in failing to provide adequate post-marketing warnings or
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instructions after Defendant knew or should have known of the

significant risk of t toxicity diseases associated with the use of The

Implants; and

1) in failing to adequately and timely inform Plaintiff and the

healthcare industry of the risk of serious personal injury, namely

toxicity diseases, from The Implants,

59. Defendants knew or should have known that consumers, such as Plaintiff herein,

would foreseeably suffer injury as a result of Defendants' failure to exercise reasonable and

ordinary care.

60. As a direct and proximate result of Defendants' carelessness and negligence,

Plaintiff suffered severe and permanent physical and emotional injuries, including, but not

limited to toxicity diseases. Plaintiffhas endured pain and suffering, has suffered economic loss,

including incurring significant expenses for medical care and treatment, and will continue to

incur such expenses in the future. Plaintiff seeks actual and punitive damages from Defendants as

alleged herein.

FOURTH CAUSE OF ACTION

[Breach of Express Warrant-A

61. Plaintiff re-alleges all prior paragraphs of the Complaint as if set out here in full.

62. Before Plaintiff was first prescribed The Implants and during the period in which

she used The Implants, Defendants had failed to directly notify Plaintiffs providers of the
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dangers and label changes associated with The Implants and toxicity diseases.

63. The Implants did not conform to express representations of safety because The

Implants was not safe and had an increased risk of serious side effects, toxicity diseases, whether

taken individually or in conjunction with other therapies. This was not communicated directly to

Plaintiff s providers.

64. As a direct and proximate result of this wrongful conduct, Plaintiff was injured as

described above.

FIFTH CAUSE OF ACTION

[Breach of Implied Warranty]

65. Plaintiff re-alleges all prior paragraphs of the Complaint as ifset out here in full.

66. At all times mentioned herein, Defendants manufactured, compounded, packaged,

distributed, recommended, merchandised, advertised, promoted, supplied, and/or sold The

Implants, and prior to the time that it was prescribed to Plaintiff, Defendants impliedly warranted

to Plaintiff that the subject product was ofmerchantable quality and safe and fit for the use for

which it was intended.

67. Plaintiff, individually and through her prescribing physicians, reasonably relied

upon the skill, superior knowledge, and judgment of Defendants.

68. Plaintiffwas prescribed, purchased, and used the subject product for its intended

purpose.
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69. Due to Defendant's wrongful conduct as alleged herein, Plaintiff could not have

reasonably been expected to know about the nature of the risks and side effects associated with

the subject product until after she used it.

70. Contrary to the implied warranty for the subject product, The Implants was not of

merchantable quality, and it was neither safe nor fit for its intended uses and purposes, as alleged

herein.

71. As a direct and proximate result of Defendants' breach of implied warranty,

Plaintiff suffered severe and peimanent physical and emotional injuries, including, but not

limited to, toxicity diseases. Plaintiff has endured pain and suffering, has suffered economic

loss, including incurring significant expenses for medical care and treatment, and will continue to

incur such expenses in the future. Plaintiff has actual and punitive damages from Defendants as

alleged herein.

SIXTH CAUSE OF ACTION

[Negligent Misrepresentation]

72. Plaintiff re-alleges all prior paragraphs of the Complaint as if set out here in full.

73. Defendants negligently and/or recklessly misrepresented to Plaintiff, her

prescribing physicians, and the healthcare industry the safety and effectiveness of The Implants

and/or recklessly and/or negligently concealed material information, including adverse

information, regarding the safety, effectiveness, and dangers posed by The Implants.
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74. Defendants made reckless or negligent misrepresentations and negligently or

recklessly concealed adverse information when Defendants knew, or should have known, that

The Implants had defects, dangers, and characteristics that were other than what Defendants had

represented to Plaintiff, Plaintiff s physicians(s) and the healthcare industry generally.

75. These negligent or reckless misrepresentations and/or negligent or reckless

failures to disclose were perpetuated directly and/or indirectly by Defendants.

76. Defendants should have known through the exercise ofdue care that these

representations were false, and they made the representations without the exercise of due care

leading to the deception of Plaintiff, her prescribing physicians, and the healthcare industry.

77. Defendants made these false representations without the exercise ofdue care

knowing that is was reasonable and foreseeable that Plaintiff, her prescribing physicians, and the

healthcare industry would rely on them, leading to the use ofThe Implants by Plaintiff as well as

the general public.

78. At all times herein mentioned, neither Plaintiff nor her physicians were aware of

the falsity or incompleteness of the statements being made by Defendants and believed them to

be true. Had they been aware of said facts, her physicians would not have prescribed and

Plaintiff would not have utilized the subject product.

79. Plaintiffjustifiably relied on and/or was induced by Defendants' negligent or

reckless misrepresentations and/or negligent or reckless failure to disclose the dangers ofThe

Implants and relied on the absence of information regarding the dangers ofThe Implants which
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Defendants negligently or recklessly suppressed, concealed, or failed to disclose to Plaintiff's

detriment.

80. Defendants had a post-sale duty to warn Plaintiff, her prescribing physicians, and

the general public about the potential risks and complications associated with The Implants in a

timely manner.

81. As a result of the negligent or reckless concealment and/or the negligent or

reckless failure to provide material facts set forth above, Plaintiff ingested The Implants and

suffered injuries as set forth herein.

PRAYER FOR RELIEF

WHEREFORE, Plaintiff prays for relief and judgment against Defendants as follows:

a) For general (non-economic) and special (economic) damages in a sum in excess

of $500,000;;

b) For medical, incidental, and hospital expenses according to proof;

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

d) For full refund of all purchase costs Plaintiff paid for The Implants;

e) For compensatory damages in excess of the jurisdictional minimum of this Court;

0 For consequential damages in excess of this jurisdictional minimum of this Court;

For attorney's fees, expenses, and costs of this action; and
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h) For such other and fiirther relief as this Court deems necessary, just and proper.

This 15th day of May, 2017.

GODDARD, HAMMONTREE & BOLDING, L.L.C.

is/ ELECTONICALLY SIGNED
J. ALLEN HAMMONTREE
ATTORNEY FOR PLAINTIFFS
GA. STATE BAR NO. 321651

2716 Cleveland Hwy.
Dalton, Georgia 30721

(706) 278-0464
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