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IN THE UNITED STATES DISTRICT COURT
WESTERN DISTRICT OF KENTUCKY
OWENSBORO DIVISION

CASE NO.: XX 4:17CV-00160-JHM
JOSEPH J. SIMS,

Plaintiff, PLAINTIFF’S COMPLAINT

V. JURY TRIAL DEMANDED

ATRIUM MEDICAL CORP.

Defendant.

Plaintiff Joseph J. Sims (hereinafter “Plaintiff”), by counsel, for his Complaint against
Defendant Atrium Medical Corp., (hereinafter “Defendant” or “Atrium”), states as as follows:

INTRODUCTION

1. This is a product liability claim involving defective Atrium ProLite hernia mesh
implanted in Plaintiff’s body. The mesh subsequently failed causing a painful revision surgery
and permanent injuries.

2. Atrium designed, patented, manufactured, packaged, labeled, marketed, and sold
and distributed a line of hernia mesh products, including the ProLite mesh implanted in Plaintiff.

3. These ProLite products, made of mid-weight polypropylene, were designed
primarily for the purposes of treating hernias, and were cleared for sale in the U.S. after Atrium
made assertions to the U.S Food and Drug Administration of "Substantial Equivalence” under
Section 510(k) of the Food, Drug and Cosmetic Act; this clearance process does not require the
applicant to prove safety or efficacy.

4, Atrium represented to patients and the public that ProLite hernia mesh was a

product designed to compete with other mesh products including Davol/Bard mesh, Ethicon
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Prolene mesh, Covidien Surgipro mesh, and Covidien Parietex mesh, which have since become
the subject of widespread litigation involving similar defects that lead to premature failure and
permanent injuries.

VENUE AND JURISDICTION

5. Plaintiff Joseph J. Sims is a resident and citizen of Owensboro, Kentucky, which
lies in Daviess County and is part of the Western District of Kentucky, U.S. District Court.

6. Atrium Medical Corporation ("Atrium") is incorporated under the laws of
Delaware, and manufactures its hernia mesh at its corporate headquarters in New Hampshire,
located at 40 Continental Blvd., Merrimack, NH 03054. Atrium therefore is a resident of New
Hampshire. Atrium is a medical device company involved in the research, development, testing,
manufacture, production, marketing, promotion and/or sale of medical devices including Prolite
Mesh, which reached consumers and medical providers in the Western District of Kentucky.

7. Federal subject matter jurisdiction in the constituent actions is based upon 28
U.S.C. § 1332(a), becuase there is complete diversity between Plaintiff and Defendant, and the
amount in controversy exceeds $75,000.

8. Defendant is liable to Plaintiff for damages resulting from its design,
manufacture, marketing, packaging, labeling, distribution, sale and placement of its defective
mesh products at issue in the instant suit, effectuated directly and indirectly through their
respective agents, servants, employees and/or owners, all acting within the course and scope of
their representative agencies, services, employments and/or ownership.

9. A substantial part of the events and omissions giving rise to Plaintiff’s causes of
action occurred in the Western District of Kentucky. Pursuant to 28 U.S.C. § 1391(b)(2), venue

is proper in the Western District of Kentucky, U.S. District Court.
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FACTUAL BACKGROUND

10.  Atrium’s ProLite flat sheet surgical mesh products are designed, intended, and
utilized for permanent implantation in the body in both open and laparoscopic hernia repair.

11.  Atrium represented to Plaintiff and his physicians that ProLite mesh was a safe
and effective product with smooth edges and strong knit construction.

12.  Atrium received FDA approval to market and promote its ProLite surgical mesh
on or about January 14, 2009, pursuant to a 510(k) decision pursuant to 21 CFR 878.3300. The
FDA'’s letter stated that, because Atrium was relying on a “predicate device” created by a
different company, Atrium was required to comply with certain labeling, manufacturing, and
quality control standards, and that FDA was not making any warranties about the safety or
efficacy of ProLite hernia mesh. *

13.  Atrium failed to perform and/or rely on adequate testing and research in order to
determine and evaluate the risks and benefits of the ProLite hernia mesh.

14, Prolite hernia mesh was defectively designed and/or manufactured, was not
reasonably safe for its intended use in hernia repair, and the risks of the design outweighed any
potential benefits associated with the design. As a result of the defective design and/or
manufacture of the Prolite Mesh, there was an unreasonable risk of severe adverse reactions to
the mesh or mesh components, including, but not limited to: chronic pain; recurrence of hernia;
foreign body response; rejection; infection; inadequate or failure of incorporation/ingrowth;
scarification; improper wound healing; excessive and chronic inflammation; allergic reaction;
adhesions to internal organs; erosion; abscess; fistula formation; granulomatous response;

seroma formation; nerve damage; tissue damage and/or death; and other complications.

! Mark Melkerson, FDA Office of Device Evaluation, 510(k) Letter to Joseph De Paolo, Atrium
Medical Corp., January 14, 2009.
3
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15. The Instructions for Use accompanying Atrium’s monofilament knitted ProLite
hernia mesh fail to warn surgeons and medical professionals that the product carries a risk of
adhesion even if it does not come into contact with the viscera (intestines), of the patient, and
even if the mesh is implanted correctly.?

PLAINTIFF’S INJURIES

16. Plaintiff, Joseph J. Sims, suffered a bilateral inguinal hernia in his lower abdomen
in early 2015 at the age of 42.

17. On or about May 27, 2015, Dr. Anthony Kaiser performed a bilateral laparoscopic
inguinal hernia repair on Plaintiff at Deaconess Health System in Evansville, Indiana. Dr. Kaiser
used tacks and two identical pieces of surgical mesh that measured 6 inches by 6 inches, with 1
inch of mesh cut from each of two sides. The mesh was ProLite Mesh made by Atrium, Ref.
1000606, Lot. 10919314,

18. After conservative measures failed to resolve Plaintiff’s ongoing severe pain and
other symptoms following the above mesh placement, Dr. Kaiser performed a laparoscopic
removal of the right mesh on or about Feb. 24, 2017, at the same facility in Evansville. Dr.
Kaiser described in his operative report that Plaintiff suffered significant adhesions of the mesh,
noting that he “tried to separate the peritoneum from the mesh, but it was clear that there was no
way that was going to happen.” Dr. Kaiser ultimately cauterized the mesh from Plaintiff’s pubic
tubercle, noting further adhesions to the pubis, and also to the iliac joint.

19. Dr. Kaiser performed repair surgery on Plaintiff’s left hernia on or about Sept. 29,

2017, in which he removed more mesh which had adhered to Plaintiff’s intestines.

2 ProLite Instructions for Use, available at
http://www.atriummed.com/en/biosurgery/IFUs/ProL.ite.ProLiteUltra.IFU.pdf (last visited
December 13, 2017).

4
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20. Plaintiff suffered chronic pain both before and after his hernia repair surgeries to
remove the defective ProLite hernia mesh. He was unable to continue working at his job due to
recurrent hernia problems, and remains unable to work today.

21. If Plaintiff and his medical providers had been informed about the true risks of
adhesion and tack failure in the ProLite mesh, Plaintiff would not have agreed to undergo hernia
repair with the ProLite surgical mesh. For example, in an August 2017 article in the journal
Membranes, ProLite monofilament mesh is described as having a risk of adhesions generally, as
opposed to a risk of adhesions only when implanted incorrectly. See Baylon, et. al., Past, Present
and Future of Surgical Meshes: A Review, Membranes 2017, 7, 47.

22. On information and belief, Defendants’ numerous suppliers of various forms of
polypropylene warn on their United States Material Safety Data Sheet (“MSDS”) that it is
prohibited to permanently implant polypropylene into the human body.

23. Defendants’ failed to warn or notify doctors, regulatory agencies, and consumers
of the Defendants’ use of adulterated polypropylene in their Hernia Mesh Products.

24.  Safer alternative procedures and instruments, as well as safer alternative designs
for implantation and treatment of hernias and soft tissue repair, have existed at all times relevant
as compared to the ProLite mesh used in Plaintiff’s surgeries.

COUNT I - NEGLIGENCE

25.  Atall relevant times, Defendants had a duty to individuals, including the Plaintiff
to exercise reasonable and ordinary care in the manufacture, design, packaging, labeling,
instructions, warnings, sale, marketing, and distribution of the ProLite mesh, and to train
surgeons in how to properly implant the product in patients.

26. Defendants breached their duty of care to Plaintiff, in the manufacture, design,



Case 4:17-cv-00160-JHM-HBB Document 1 Filed 12/14/17 Page 6 of 12 PagelD #: 6

packaging, labeling, warnings, instructions, sale, marketing, distribution, and recruitment and
training of physicians to implant the ProLite product.

27.  Among other things, Atrium breached its duty by: failing to design the ProLite
mesh so as to avoid an unreasonable risk of harm to Plaintiff; failing to manufacture the ProLite
mesh so as to avoid an unreasonable risk of harm to patients in whom the ProLite mesh was
implanted, including Plaintiff; failing to use reasonable care in the testing of the Products so as to
avoid an unreasonable risk of harm to patients in whom the ProLite mesh was implanted,
including Plaintiff; failing to conduct clinical studies to determine if the ProLite mesh was safe
and effective.

28.  Atrium also acted with negligence when it failed to warn patients and the public
and medical professionals that the use of polypropylene material in ProLite mesh and the
immune reaction that results from such material, causes adverse reactions and injuries, including
adhesions.

29.  Atrium also failed to appropriately study the risk of biomechanical issues with the
design of the ProLite mesh, including its propensity to shrink or contract inside the body, which
causes surrounding tissue to become fibrotic and contract, and results in injury; and/or the
propensity of the ProLite mesh to degrade and fragment inside the body, which causes a chronic
inflammatory and fibrotic reaction, resulting in injury over time.

30.  Atrium also acted negligently when it placed the ProLite mesh on the market, and
it was implanted in Plaintiff, because the ProLite mesh is no more effective than feasible,
available alternatives hernia repair products that do not put patients at greater risk of failure due
to adhesions.

31. Removal of the ProLite mesh due to complications significantly impaired patients'
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quality of life, which increased risk of future injuries, including to Plaintiff.

32.  As a direct, proximate, and foreseeable result of the Defendants' negligence,
Plaintiffs have experienced significant mental and physical pain and suffering, have sustained
severe and permanent injuries requiring past and future medical treatment, and resulting in
disability, impairment, loss of enjoyment of life, loss of care, comfort, consortium, and have
incurred financial or economic loss, including, but not limited to, obligations for medical
expenses, lost income, and other damages.

COUNT 11 = STRICT PRODUCTS LIABILITY

33. Atrium is the manufacturer and/or supplier of the ProLite surgical mesh and
placed this pruduct into the stream of commerce in a defective and unreasonably dangerous
condition such that the foreseeable risks exceeded the benefits associated with the design and/or
formulation of the mesh.

34. The ProLite surgical mesh manufactured, marketed, distributed and/or supplied
by Atrium was defective in design or formulation in that, when it left the hands of the
manufacturers and/or suppliers, the foreseeable risks exceeded the benefits associated with the
design or formulation.

35. The ProLite surgical mesh was expected to and did reach Plaintiff without
substantial change in condition. Alternatively, the ProLite surgical mesh manufactured and/or
supplied by Atrium was defective in design or formulation, because when the mesh left the hands
of Atrium, the manufacturers and/or suppliers, it was unreasonably dangerous and more
dangerous than an ordinary consumer would expect.

36. The ProLite surgical mesh was designed and/or manufactured in a manner

violative of the federal Food, Drug and Cosmetic Act, 21 U.S.C. § 321 et seq., and the Medical
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Devices Amendment thereto (hereinafter “FDCA”). The facilities or controls used by Atrium in
the manufacture, packing, storage, or installation of the mesh were not in conformity with
applicable requirements of the FDCA.

37. The ProL.ite surgical mesh manufactured and/or supplied by Atrium was defective
due to inadequate warnings and/or inadequate trials, testing and study, inadequate exposure of
the real risks inherent with the device as determined by the clinical trials, and inadequate
reporting of the results of the clinical trials and post-marketing clinical experiences with the
device.

38. The ProLite surgical mesh manufactured and/or supplied by Atriu,m was
defective due to inadequate post-marketing warnings or instructions because, after Atrium knew
or had reason to know of the risk of injury from the mesh, it failed to provide adequate warnings
to the medical community, patients, and the public, including Plaintiff, and continued to promote
and advertise the ProL.ite surgical mesh as safe and effective.

39.  The ProLite surgical mesh was designed, manufactured, distributed, tested, sold,
marketed, and advertised defectively by Atrium. As a direct and proximate cause of Atrium’s
defective design of the ProLite surgical mesh, Plaintiff and other patients had the mesh
implanted in their bodies, and suffered and will continue to suffer increased risk of long-term
complications and pain and additional surgeries, personal injuries, the need for corrective
surgery, and pain and suffering.

40.  Atrium was or should have been in possession of evidence demonstrating that the
ProL.ite surgical mesh caused serious injuries and would fail. Nevertheless, Atrium continued to
market the device by providing false and misleading information with regard to the safety and

efficacy of the ProLite surgical mesh.
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41. Atrium’s actions, as described above, were performed willfully, intentionally and
with reckless disregard for the rights of Plaintiff, other patients and the public.

42.  As a direct and proximate result of Atrium’s wrongful conduct, Plaintiff has
sustained and will continue to sustain severe physical injuries, severe emotional distress, mental
anguish, economic losses and other damages. As a direct result, Plaintiff expended money and
will continue to expend money for medical bills and expenses. Plaintiff is entitled to
compensatory damages in an amount to be proven at trial.

COUNT 111 - NEGLIGENCE PER SE

43.  Atrium has an obligation to not violate the law in the manufacture, design, testing,
assembly, inspection, labeling, packaging, supplying, marketing, selling, advertising, preparing
for use, warning of the risks and dangers of ProL.ite surgical mesh, and otherwise distributing the
mesh.

44.  Atrium’s acts and omissions constitute an adulteration, misbranding, or both, as
defined by the Federal Food, Drug and Cosmetic Act, 21 U.S.C. 88 331(a) and 333(a)(2), and
constitute a breach of duty subjecting Defendants to civil liability for all damages arising
therefore, under theories of negligence per se.

45.  Atrium’s acts and omissions also constitute a violation of the Kentucky Products
Liability Act, KRS 8 411.300, because Plaintiff’s surgical mesh failed and required removal in
fewer than five years after purchase and implantation.

46. Plaintiff, as a purchaser of the ProLite surgical mesh, is within the class of
persons the statutes and regulations (described above) are designed to protect and Plaintiff’s
injuries are the type of harm these statutes and regulations are designed to prevent.

47.  As a direct and proximate result of Atrium’s wrongful conduct, Plaintiff has
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sustained and will continue to sustain severe physical injuries, severe emotional distress, mental
anguish, economic losses and other damages for which he is entitled to compensatory and
equitable damages and declaratory relief in an amount to be proven at trial.

COUNT IV - BREACH OF IMPLIED WARRANTY

48. Atrium impliedly warranted that the ProLite surgical mesh, which Atrium
designed, manufactured, assembled, promoted and sold to Plaintiff and his physicians, was
merchantable and fit and safe for ordinary use.

49.  Atrium further impliedly warranted that the ProLite surgical mesh, which Atrium
designed, manufactured, assembled, promoted and sold to Plaintiff and his physicians, was fit for
the particular purposes for which it was intended and was sold.

50. Contrary to these implied warranties, the ProLite surgical mesh was defective,
unmerchantable, and unfit for its ordinary use when sold, and unfit for the particular purpose for
which it was sold.

51.  Asadirect and proximate result of Atrium’s wrongful conduct, has sustained and
will continue to sustain severe physical injuries, severe emotional distress, mental anguish,
economic losses and other damages for which he is entitled to compensatory and equitable
damages and declaratory relief in an amount to be proven at trial.

COUNT V - BREACH OF EXPRESS WARRANTY

52.  Atrium expressly warranted to Plaintiff by and through Atrium and/or its
authorized agents or sales representatives, in publications, package inserts, the internet, and other
communications intended for physicians, patients, Plaintiff, and the general public, that the
ProL.ite surgical mesh was safe, effective, fit and proper for its intended use.

53. In allowing the implantation of the ProLite surgical mesh, Plaintiff and his

10
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physician relied on the skill, judgment, representations, and express warranties of Atrium,
including those made in its labeling and Instructions for Use. These warranties and
representations were false in that the ProLite surgical mesh was not safe and was unfit for the
uses for which it was intended.

54.  Atrium breached its warranty of the mechanical soundness of the ProL.ite surgical
mesh by continuing sales and marketing campaigns highlighting the safety and efficacy of their
product, while they knew or should have known of the defects and risk of product failure and
resulting patient injuries.

55.  As a direct and proximate result of Atrium’s wrongful conduct, Plaintiff has
sustained and will continue to sustain severe physical injuries, severe emotional distress, mental
anguish, economic losses and other damages for which he is entitled to compensatory and
equitable damages and declaratory relief in an amount to be proven at trial.

COUNT VI - NEGLIGENT MISREPRESENTATION

56. At the time Atrium manufactured, designed, marketed, sold and distributed the
ProL.ite surgical mesh for use by Plaintiff, Atrium knew or should have known of the use for
which the ProLite surgical mesh was intended and the serious risks and dangers associated with
such use of the mesh.

57. Atrium owed a duty to physicians and patients using the ProLite surgical mesh,
including Plaintiff, to accurately and truthfully disclose the risks of the mesh, including adhesion
and failure of the tacks. Atrium breached that duty by misrepresenting and/or failing to
adequately warn Plaintiff’s physicians, the medical community, Plaintiff, and the public about
the risks of the ProLite surgical mesh, which Atrium knew or in the exercise of diligence should

have known.

11
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58.  As a direct and proximate result of Defendants’ wrongful conduct, Plaintiff
sustained and will continue to sustain severe physical injuries, severe emotional distress, mental
anguish, economic losses and other damages for which he is entitled to compensatory damages
in an amount to be proven at trial.

JURY DEMAND

WHEREFORE, as to each of the foregoing matters, Plaintiff demands a trial by jury on
all issues so triable as a matter of right.

Dated: December 14, 2017

Respectfully submitted,

JONES WARD PLC

s/ Alex C. Davis

Alex C. Davis

Jasper D. Ward 1V

The Pointe

1205 E. Washington St.
Suite 111

Louisville, Kentucky 40206
P: (502) 882- 6000

F: (502) 587-2007
alex@jonesward.com
jasper@jonesward.com
Counsel for Plaintiff

12
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