
IN THE UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF PENNSYLVANIA 

Civil Action No: 

BRADLEY BAILEY, as Personal Representative of 
the Estate of STEPHANIE BAILEY, MICHELLE 
GARCIA, ROBIN STEPHENSON, CHANDRA 
FARMER, RACHEL THOMPSON, DAW ANA 
BLAKE, SHA WNTAE SEPULVADO, SUZANNA 
THORPE, REBECCA DREW, ISABELLA HARR, 
CLAUDIA CASELLANOS, DOLLY PENA, 
MANDY J.,ABONTE, KIM MYERS, THERESA 
CORMfER, DEBRA LOGAN, MICHILLE 
CRAWFORD, ANGELA MACHIN, BRIDGETTE 
MOYLE, HAZEL BAREFOOT, JANIE EARLY, 
DEBBIE YOUNG, JONELLE SPENCER, HOPE 

,, / 

MCFARLAND. 

Plaintiffs, 

v. 

BA YER, CORP., BA YER HEALTHCARE LLC., 
BA YER ES SURE, INC., BA YER HEALTHCARE 
PHARMACEUTICALS, INC. and BA YER A.G. 

Defendants. 
I --------------

COMPLAINT 

~166 

AND NOW COMES the PLAINTIFFS, BRADLEY BAILEY, as Personal Representative of the 

Estate of STEPHANIE BAILEY, MICHELLE GARCIA, ROBIN STEPHENSON, CHANDRA 

FARMER, RACHEL THOMPSON, DAWANA BLAKE, SHAWNTAE SEPULVADO, 

SUZANNA THORPE, REBECCA DREW, ISABELLA HARR, CLAUDIA CASELLANOS, 

DOLLY PENA, MANDY LABONTE, KIM MYERS, THERESA CORMIER, DEBRA 
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LOGAN, MICHILLE CRAWFORD, ANGELA MACHIN, BRIDGETTE MOYLE, HAZEL 

BAREFOOT, JANIE EARLY, DEBBIE YOUNG, JONELLE SPENCER, HOPE 

MCFARLAND (collectively "Plaintiffs"), by and through undersigned counsel, file this 

Complaint against Defendants, BAYER CORP., BAYER HEALTHCARE, LLC., BAYER 

ESSURE, INC., and BAYER HEALTHCARE PHARMACEUTICALS, INC., and BAYER A.G. 

(Collectively the "Bayer Defendants" or "Defendants") and in support thereof makes the 

following allegations: 

PARTIES, JURISDICTION, AND VENUE 

1. Decedent, STEPHANIE BAILEY was a citizen of CO. 

2. The Estate of STEPHANIE BAILEY is domiciled in CO. 

3. Plaintiff, MICHELLE GARCIA is a citizen of FL. 

4. Plaintiff, ROBIN STEPHENSON is a citizen of TX. 

5. Plaintiff, CHANDRA FARMER is a citizen of MO. 

6. Plaintiff, RACHEL THOMPSON is a citizen of WV. 

7. Plaintiff, DAW ANA BLAKE is a citizen of AR. 

8. Plaintiff, SHA WNTAE SEPULVADO is a citizen of AR. 

9. Plaintiff, SUZANNA THORPE is a citizen of CT. 

10. Plaintiff, REBECCA DREW is a citizen of GA. 

11. Plaintiff, ISABELLA HARR is a citizen of KY. 

12. Plaintiff, CLAUDIA CASELLANOS is a citizen of CA. 

13. Plaintiff, DOLLY PENA, is a citizen of NY. 

14. Plaintiff, MANDY LABONTE, is a citizen of MS. 
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15. Plaintiff, KIM MYERS, is a citizen of MS. 

16. Plaintiff, THERESA CORMIER, is a citizen of MA. 

17. Plaintiff, DEBRA LOGAN, is a citizen of CO. 

18. Plaintiff, MICHILLE CRAWFORD, is a citizen ofID. 

19. Plaintiff, ANGELA MACHIN is a citizen of TX. 

20. Plaintiff, BRIDGETTE MOYLE is a citizen of OH. 

21. Plaintiff, HAZEL BAREFOOT is a citizen of NC. 

22. Plaintiff, JANIE EARLY is a citizen of OR. 

23. Plaintiff, DEBBIE YOUNG is a citizen of TN. 

24. Plaintiff, JONELLE SPENCER is a citizen of UT. 

25. Plaintiff, HOPE MCFARLAND is a citizen of VA. 

26. BA YER CORP. is a for-profit corporation incorporated in the state of Indiana with its 

principal place of business in the Commonwealth of PA at 100 Bayer Road, Building 4, 

Pittsburgh, PA 15205. Defendant is authorized to do and does business throughout the 

Commonwealth of PA. 

27. BAYER CORP. is the parent corporation of BAYER HEALTHCARE, LLC, BAYER 

ESSURE, INC., and BA YER HEALTHCARE PHARMACEUTICALS, INC. (the "Bayer 

subsidiaries"). BA YER CORP. owns 100% of the Bayer subsidiaries. 

28. BA YER CORP. is wholly owned by BA YER A.G. 

29. BAYER A.G. is a German for-profit corporation. Defendant is authorized to do and 

does business throughout the Commonwealth of PA. 

30. At all relevant times, the Bayer subsidiaries are agents or apparent agents of BA YER 

CORP. and/or BAYER A.G. Each Defendant acted as the agent of the other Defendant and 
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acted within the course and scope of the agency, regarding the acts and omissions alleged. 

Together, the Defendants acted in concert and or abetted each other and conspired to engage in 

the common course of misconduct alleged herein for the purpose of enriching themselves and 

creating an injustice at the expense of Plaintiffs. 

31. In addition, the Bayer subsidiaries, individually and/or collectively, are "Alter Egos" 

of BAYER CORP. and/o BAYER A.G. as, inter alia, they are wholly owned by BAYER CORP; 

share the same trademark; share management and officers; and in other ways were dominated by 

BAYER CORP. 

32. Moreover, there exists and at all times mentioned herein there existed a unity of 

interest in ownership and among all Defendants such that individuality and separateness between 

and among them has ceased. Because Defendants are "Alter Egos" of one another and exert 

control over each other, adherence to the fiction of the separate existence of these Defendants as 

entities distinct from one another will permit an abuse of the corporate privilege, sanction fraud, 

and promote injustice. BAYER CORP. and BAYER A.G. wholly ignored the separate status of 

the Bayer subsidiaries separate status and so dominated and controlled its affairs that its separate 

entities were a sham. 

33. BA YER HEALTHCARE, LLC. is a for-profit corporation incorporated in the state of 

DE. Defendant is authorized to do and does business throughout the Commonwealth of PA. 

34. BA YER ESSURE, INC. is a for-profit corporation incorporated in the state of DE. 

Defendant is authorized to do and does business throughout the Commonwealth of PA. 

35. BAYER HEALTHCARE PHARMACEUTICALS, INC. is a for-profit corporation 

incorporated in the state of DE. Defendant is authorized to do and does business throughout the 

Commonwealth of PA. 
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36. Diversity jurisdiction is invoked pursuant to 28 U.S.C. § 1332. 

37. The amount in controversy exceeds $75,000, exclusive of interest and costs, as 

specified by 28 U.S.C. § 1332. 

38. The parties to this action are citizens of a State and citizens or subjects of a foreign 

state or different states, as specified by 28 U.S.C. § 1332. 

39. Venue is proper in the United States District Court of the Eastern District of Penn. 

pursuant to 28 U.S.C. §1391 (b) because a substantial part of the events or omissions giving rise 

to the claims asserted below occurred within this judicial district. 

INTRODUCTION 

40. This Complaint is brought by Plaintiffs who relied on express warranties of 

Defendants before being implanted with a female birth control device, known as "Essure." In 

short, the device is intended to cause bilateral occlusion (blockage) of the fallopian tubes by the 

insertion of micro-inserts into the fallopian tubes which then anchor and elicit tissue growth, 

theoretically causing the blockage. 

41. This Complaint is brought by Plaintiffs with respect to the same occurrence 

(implantation of Essure, reliance on the same representations prior to implantation, Defendants' 

failure to warn Plaintiffs of the same adverse events, and subsequent injuries due to Essure) and 

which has several questions oflaw and/or fact common to all Plaintiffs. 

42. As a result of (1) Defendants' negligence described infra and (2) Plaintiffs' reliance 

on Defendants' warranties and misrepresentations, Defendants' Essure device malfunctioned 

causing subsequent injuries. 

43. Essure had Conditional Premarket Approval ("CPMA") by the Food and Drug 

Administration ("FDA"). As discussed below, the Essure product became "adulterated" 
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pursuant to the FDA1 due to Defendants' failure to comply with the CPMA order and federal 

regulations. 

44. Pursuant to Defendants' CPMA (which reads: "Failure to comply with conditions of 

approval invalidates this approval order"), 21 C.F.R. Section 814.82 (c), and Section 501(f) of 

the Federal Food, Drug and Cosmetic Act ("FD&C Act"), the CPMA became invalid and the 

product could not have been marketed or sold to Plaintiffs. 

45. Specifically, Defendants (1) failed to meet regular reporting requirements; (2) 

failed to report known hazards to the FDA; and (3) failed to comply with federal laws regarding 

marketing and distribution as described infra. 

46. The fact that Defendants failed to comply with these conditions is not a mere 

allegation made by Plaintiffs. These failures to comply with both the CPMA and federal 

regulations are memorialized in several FDA findings, including Notices of Violations and Form 

483's. 

47. As discussed in greater detail infra, Defendants were cited by the FDA and the 

Department of Health for: 

(a) failing to report and actively concealing 8 perforations which occurred as a 
result of Essure; 

(b) erroneously using non-conforming material in the manufacturing of Essure; 

(c) failing to use pre-sterile and post-sterile cages; 

( d) manufacturing Essure at an unlicensed facility; and 

( e) manufacturing Essure for three years without a license to do so. 

48. Defendants were also found, by the FDA, to be: 

(a) Not reporting ... complaints in which their product migrated; 

1 All Emphasis is supplied in this Complaint. 
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(b) Not reporting to the FDA incidents of bowel perforation, Essure coils breaking 
into pieces and migrating out of the fallopian tubes. 

(c) Only disclosing 22 perforations while having knowledge of 144 perforations; 

( d) Not considering these complaints in their risk analysis for the design of 
Essure; 

(e) Failing to have a complete risk analysis for Essure; 

(f) Failing to analyze or identify existing and potential causes of non-confirming 
product and other quality problems; 

(g) Failing to track the non-conforming product; 

(h) Failing to follow procedures used to control products which did not confirm to 
specifications; 

(i) Failing to have complete Design Failure Analysis 

G) Failing to document CAP A activities for a supplier corrective action; 

(k) Failing to disclose 16, 047 complaints to the FDA as MDR's (Medical Device 
reports which are suspected from device malfunction or associated with 
injury); and 

(1) Failing to provide the FDA with timely post-approval reports for its six month, 
one year, eighteen month, and two year report schedules. 

49. Most egregiously, on May 30, 2013, the FDA uncovered an internal excel 

spreadsheet with 16,047 entries for complaints which were not properly reported to the FDA. 

Defendant did not disclose to the FDA complaints where its product migrated outside of the 

fallopian tube. Defendants excuse was that those complaints were not reported because the 

patients were "not -at last contact- experiencing pain .... and were mere trivial damage that does 

not rise to the level of a serious injury" Accordingly, the FDA again warned Defendants for 

violation of the FDCA. 

50. As a result, Defendants' "adulterated" product, Essure, should never have been 

marketed or sold to Plaintiffs. 
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51. In short, Defendants failed to comply with any of the following express 

conditions and federal regulations: 

(a) "Within 10 days after Defendant receives knowledge of any adverse reaction to 
report the matter to the FD A." 

(b) "Report to the FDA under the MDR whenever it receives information from any 
source that reasonably suggests that the device may have caused or contributed 
to a serious injury." 

(c) Report Due Dates- six month, one year, eighteenth month, and two year 
reports. 

(d) A device may not be manufactured, packaged, stored, labeled, distributed, or 
advertised in a manner that is inconsistent with any conditions to approval 
specified in a CPMA approval order for the device. 21 C.F.R. Section 814.80. 

(e) Warranties are truthful, accurate, and not misleading. 

(f) Warranties are consistent with applicable Federal and State law. 

52. These violations rendered the product "adulterated"- precluding Defendants from 

marketing or selling Essure per the FDA, and, more importantly endangered the lives of 

Plaintiffs and the safety of the public. 

53. Defendants actively concealed these violations and never advised Plaintiffs of the 

same. Had Plaintiffs known that Defendants were concealing adverse reactions, not using 

conforming material approved by the FDA, not using sterile cages, operating out of an 

unlicensed facility, and manufacturing medical devices without a license to do the same, they 

never would have had Essure implanted. 
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DESCRIPTION OF ESSURE AND HOW IT WORKS 

54. Essure is a permanent form of female birth control (female sterilization). The device 

is intended to cause bilateral occlusion (blockage) of the fallopian tubes by the insertion of 

micro-inserts into the fallopian tubes which then anchor and elicit tissue growth, theoretically 

causing the blockage. 

55. Essure consists of (1) micro-inserts; (2) a disposable delivery system; and (3) a 

disposable split introducer. All components are intended for a single use. See Exhibit "A "for a 

description of Essure. 

56. The micro-inserts are comprised of two metal coils which are placed in a woman's 

fallopian tubes via Defendants' disposable delivery system and under hysteroscopic guidance 

(camera). 

57. The hysteroscopic equipment needed to place Essure was manufactured by a third 

party, is not a part of Defendants' CPMA, and is not a part of Essure. However, because 

Plaintiffs' implanting physician did not have such equipment, Defendants provided it so that it 

could sell Essure. See Exhibit "A "for a description of hysteroscopic equipment. 

58. The coils are comprised of nickel, steel, nitinol, and PET fibers. 

59. Defendants' disposable delivery system consists of a single handle which contains a 

delivery wire, release catheter, and delivery catheter. The micro-inserts are attached to the 

delivery wire. The delivery handle controls the device, delivery, and release. Physicians are 

allowed to visualize this complicated process through the hysteroscopic equipment provided by 

Defendants. 
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60. After placement of the coils in the fallopian tubes by Defendants' disposable delivery 

system, the micro-inserts expand upon release and anchor into the fallopian tubes. The PET 

fibers in the coil allegedly elicit tissue growth blocking off the fallopian tubes. 

61. The coils are alleged to remain securely in place in the fallopian tubes for the life of 

the consumer and do not migrate. 

62. After three months following the device being implanted, patients are to receive a 

"Confirmation" test to determine that the micro-inserts are in the correct location and that the 

tissue has created a complete occlusion. This is known as a hysterosalpinogram ("HSG Test" or 

"Confirmation Test"). 

63. Regardless of the Confirmation Test, Defendants also warrant that Essure allows for 

visual confirmation of each insert's proper placement both during the procedure. 

64. Essure was designed, manufactured, and marketed to be used by gynecologists 

throughout the world, as a "quick and easy" outpatient procedure and without anesthesia. 

EVOLUTION OF ESSURE 

65. Essure was first designed and manufactured by Conceptus, Inc. ("Conceptus"). 

66. Conceptus and Defendants merged on or about April 28, 2013. 

67. For purposes of this lawsuit, Conceptus and Defendants are one in the same. 

68. Essure, a Class III medical device, is now manufactured, sold, distributed, marketed, 

and promoted by Defendants. 

69. Defendants also trained physicians on how to use its device and other hysteroscopic 

equipment, including Plaintiffs' implanting physician. 

70. Prior to the sale of Conceptus to Bayer defendants, Conceptus obtained CPMA for 

Essure. 
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71. By way of background, Premarket Approval ("PMA") is the FDA process of 

scientific and regulatory review to evaluate the safety and effectiveness of Class III medical 

devices. According to the FDA, Class III devices are those that support or sustain human life, are 

of substantial importance in preventing impairment of human health, or which present a 

potential, unreasonable risk of illness or injury. 

72. PMA is a stringent type of device marketing application required by FDA. The 

applicant must receive FDA approval of its PMA application prior to marketing the device. 

PMA approval is based on a determination by FDA. 

73. An approved PMA is, in effect, a private license granting the applicant (or owner) 

permission to market the device. 

74. FDA regulations provide 180 days to review the PMA and make a determination. In 

reality, the review time is normally longer. Before approving or denying a PMA, the appropriate 

FDA advisory committee may review the PMA at a public meeting and provide FDA with the 

committee's recommendation on whether FDA should approve the submission. 

75. According to the FDA, a class III device that fails to meet CPMA requirements is 

considered to be adulterated under section 501(f) of the Federal Food, Drug, and Cosmetic Act 

("FD&C Act") and cannot be marketed. 

76. Regarding the Premarket Approval Process, devices can either be "approved," 

"conditionally approved," or "not approved." 

77. Essure was "conditionally approved" or in other words, had only CPMA not outright 

PMA, the "gold standard." 
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78. In the CPMA Order issued by the FDA, the FDA expressly stated, "Failure to comply 

with the conditions of approval invalidates this approval order." The following were the 

conditions of approval: 

(a) "Effectiveness of Essure is established by annually reporting on the 745 
women who took part in clinical tests." 

(b) "Successful bilateral placement of Essure is documented for newly trained 
physicians." 

( c) "Within 10 days after Defendant receives knowledge of any adverse reaction to 
report the matter to the FDA." 

(d) "Report to the FDA whenever it receives information from any source that 
reasonably suggests that the device may have caused or contributed to a serious 
injury." 

( e) Warranties are truthful, accurate, and not misleading. 

(f) Warranties are consistent with applicable Federal and State law. 

79. Defendants failed to comply with several conditions; thereby rendering Essure 

adulterated. Specifically: 

(a) Defendants failed to timely provide the FDA with reports after twelve months, 
eighteen months and then a final report for one schedule. Defendants also 
failed to timely submit post approval reports for its six month, one year, 
eighteen month and two year reports. All reports failed to meet the respective 
deadlines. Post approval Studies- ESS-305 Schedule attached as Exhibit "B." 

(b) Defendants failed to document successful placement of Essure concealing the 
failure rates. 

(c) Defendants failed to notice the FDA of several adverse reactions and actively 
concealed the same. Defendant failed to report 8 perforations which occurred 
as a result of Essure and was cited for the same by the FDA via Form 483.2 

See Investigative Report attached as Exhibit "C. " 

(d) Defendants failed to report to the FDA information it received that reasonably 
suggested that the device may have caused or contributed to a serious injury 

2 Form 483 is issued to firm management at the conclusion of inspection when an FDA investigator has observed 
any conditions that violate the FD&C Act rendering the device "adulterated." 
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concealing the injuries. Again, Defendants failed to report 8 perforations 
which occurred as a result of Essure to the FDA as evidenced in Form 483. See 
Investigative Report attached as Exhibit "C. " 

(e) As outlined in "Facts and Warranties" infra, Defendants' warranties were not 
truthful, accurate, and not misleading. 

(f) Defendants' warranties were not consistent with applicable Federal and State 
law. 

(g) Defendants failed to notice the FDA of their internal excel file containing 
16,047 entries of complaints. 

80. Defendants also were found to be: 

(a) erroneously using non-conforming material in the manufacturing of Essure; 
See Investigative Report attached as Exhibit "C. " 

(b) failing to use pre-sterile and post-sterile cages; See Exhibit "D. " 

( c) manufacturing Essure at an unlicensed facility; See Exhibit "D. " 

( d) manufacturing Essure for three years without a license to do so. See Exhibit 
"D. ,, 

(e) Not reporting ... complaints in which their product migrated; See Exhibit "E." 

(f) Not considering these complaints in their risk analysis for the design of 
Essure; See Exhibit "E. " 

(g) Failing to document CAP A activities for a supplier corrective action; See 
Exhibit "E. " 

81. Specifically, 

(a) On January 6, 2011, the FDA issued a violation to Defendant for the following: 
"An MDR report was not submitted within 30 days of receiving or otherwise 
becoming aware of information that reasonably suggests that a marketed 
device may have caused or contributed to a death or serious injury if the 
malfunction were to recur." See Exhibit "F." Form 483Niolation form issued 
by Timothy Grome on January 6, 2011. These failures included incidents 
regarding perforation of bowels, Essure coils breaking into pieces, and Essure 
coils migrating out of the fallopian tubes. Defendants were issued these 
violations for dates of incidents 911110. 10/26/10, 5/11/10, 10/5/10, 10/1/10, 
11/5/10, 11116/10, and 1113/10. 

13 

Case 2:16-cv-02166-ER   Document 1   Filed 05/05/16   Page 13 of 36



(b) Defendants had notice of 168 perforations but only disclosed 22 to the FDA. 
Id. 

(c) On January 6, 2011, Defendants were cited for their risk analysis of Essure 
being incomplete. Specifically, the FDA found that the Design Failure Modes 
Effects Analysis for Essure didn't include as a potential failure mode or effect, 
location of the micro-insert coil in the peritoneal cavity. See Exhibit "F." Form 
483/Violation form issued by Timothy Grome on January 6, 2011. 

(d) On January 6, 2011, Defendants were cited for not documenting Corrective and 
Preventive Action Activities. Specifically, the FDA found that there were 
failures in Defendants' Design. The FDA also found that Defendants' CAPA 
did not mention the non-conformity of materials used in Essure or certain 
detachment failures. The FDA found that Defendants' engineers learned of 
this and it was not documented. See Exhibit "F." Form 483/Violation form 
issued by Timothy Grome on January 6, 2011. 

(e) On July 7, 2003, Defendants were cited for not analyzing to identify existing 
and potential causes of non-conforming product and other quality problems. 
Specifically, two lot history records showed rejected raw material which was 
not documented on a quality assurance form, which is used to track the data. 
(Inner/outer coil subassemblies were rejected but then not documented, leading 
to the question of where the rejected components went) See Exhibit "G." Form 
483Niolation form issued by Mark E. Chan on July 7, 2003. 

(f) On July 7, 2003, Defendants were cited for not following procedures used to 
control products which did not confirm to specifications. See Exhibit "G." 
Form 483/Violation form issued by Mark E. Chan on July 7, 2003. 

82. In response Defendants acknowledged that "the device may have caused or 

contributed to a death or serious injury, and an MDR Report is required to be submitted to 

FDA." 

83. By failing to comply with several CPMA conditions, Essure is considered to be an 

"adulterated" device under section 501(±) of the FD&C Act and cannot be marketed per the 

FDA. However, Defendants continued to market the product to Plaintiffs. 
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84. The CPMA also required Defendants to comply with Sections 502( q) and (r) of the 

FD&C Act which prohibits Defendants from offering Essure "for sale in any State, if its 

advertising is false or misleading." 

85. Defendants violated Sections 502(q) by falsely and misleadingly advertising the 

product as described below under "Facts and Warranties." However, Defendants continued to 

sell its product against the CPMA with misleading and false advertising. 

86. In short, Essure is considered an "adulterated" product that cannot be marketed or 

sold per the FDA. 

DEFENDANTS' TRAINING, ENTRUSTMENT, AND DISTRIBUTION PLAN 

87. Defendants (1) failed to adequately train the implanting physician on how to use its 

delivery system and the hysteroscopic equipment manufactured by a third party; (2) provided 

specialized hysteroscopic equipment to the implanting physician who was not qualified or 

competent to use the same; and (3) created an unreasonably dangerous distribution plan, all of 

which were aimed at capitalizing on and monopolizing the birth control market at the expense of 

Plaintiffs' safety and well-being. 

88. Because Essure was the first device of its kind, the implanting physician was trained 

by Defendants on how to properly insert the micro-inserts using the disposable delivery system 

and was given hysteroscopic equipment by Defendants. 

89. In order to capture the market, Defendants independently undertook a duty of training 

physicians, including the implanting physician, on how to properly use (1) its own mechanism of 

delivery and (2) the specialized hysteroscopic equipment manufactured by a third party. 
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90. Regarding Essure, Defendants' Senior Director of Global Professional Education, 

stated, "training is the key factor when clinicians choose a new procedure" and "For the Essure 

procedure, the patient is not under anesthesia, therefore a skilled approach is crucial." 

91. In fact, because gynecologists and Plaintiffs' implanting physicians were unfamiliar 

with the device and how to deliver it, Defendants (1) created a "Physician Training Manual"; (2) 

created a simulator called EssureSim; (3) organized limited training courses-where Defendants 

observed physicians until Defendants believed they were competent; ( 4) created Es sure 

Procedure Equipment Supplies Checklists; and (5) represented to Plaintiffs that "Physicians must 

be signed-off to perform Essure procedures." 

92. Defendants provided no training to the implanting physician on how to remove Essure 

should it migrate. 

93. Defendants also kept training records on all physicians "signed-off to perform Essure 

procedures." 

94. In order to sell its product and because the implanting physician did not have access 

to the expensive hysteroscopic equipment, Defendants provided the implanting physician with 

hysteroscopic equipment which, although is not a part of Essure, is needed to implant Essure. 

The entrustment of this equipment is not part of any CPMA. 

95. Defendants entered into agreements with Johnson & Johnson Co., Olympus America, 

Inc., Richard Wolf Medical Instruments Corp., and Karl Storz Endoscopy, America, Inc. (1) to 

obtain specialized hysteroscopic equipment to then give to physicians and (2) to increase its sales 

force to promote Essure. 

96. According to Defendants, these agreements allowed Defendants to "gain market 

presence ... and expand ... market opportunity by driving adoption among a group of physicians." 
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97. In regard to the entrustment of such specialized equipment, Defendants admitted: 

"We cannot be certain how successful these programs will be, if at all." See US SEC Form 10-

Q: Quarterly Report Pursuant to Section 13or15(d)ofthe SEC Act of 1934. 

98. Defendants "handed out" this equipment to unqualified physicians, including 

Plaintiffs' implanting physician, in an effort to sell its product. 

99. Defendants knew or failed to recognize that the implanting physician was not 

qualified to use such specialized equipment yet provided the equipment to the unqualified 

implanting physician in order to capture the market. 

100. In return for providing the hysteroscopic equipment, Defendants required that the 

implanting physicians purchase two Essure "kits" per month. This was a part of Defendants' 

unreasonably dangerous and negligent distribution plan aimed solely at capturing the market 

with reckless disregard for the safety of the public and Plaintiffs. 

101. Defendants' distribution plan included requiring the implanting physician to 

purchase two (2) Essure "kits" per month, regardless of whether he used them or not. This 

distribution plan created an environment which induced the implanting physician to "push" 

Essure and implant the same into Plaintiffs. 

102. In short, Defendants used the expensive hysteroscopic equipment to induce the 

implanting physicians into an agreement as "bait." Once the implanting physician "took the 

bait" he was required to purchase 2 Essure "kits" per month, regardless of whether he sold any 

Essure "kits". 

103. This was an unreasonably dangerous distribution scheme as it compelled the 

implanting physician to sell two (2) devices per month at the expense of Plaintiffs' safety and 

well-being. 
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104. Defendant's distribution plan also included (1) negligently distributing Essure 

against FDA order and sections 501(f), 502(q) and (r) of the FD&C Act by marketing and selling 

an adulterated product; (2) the promotion of Essure through representatives of the hysteroscopic 

equipment manufacturers, who were not adequately trained nor had sufficient knowledge 

regarding Essure; (3) failing to report and actively concealing 8 perforations which occurred as a 

result of Essure; (4) erroneously using non-conforming material in the manufacturing of Essure; 

(5) failing to use pre-sterile and post-sterile cages; (6) manufacturing Essure at an unlicensed 

facility and (7) manufacturing Essure for three years without a license to do so. 

105. In short, Defendants (1) failed to adequately train the physicians on how to use its 

delivery system and the hysteroscopic equipment manufactured by a third party; (2) provided 

specialized hysteroscopic equipment to implanting physicians who were not qualified to use the 

same; and (3) created an unreasonably dangerous distribution plan, all of which were aimed at 

capitalizing and monopolizing on the birth control market. 

106. Unfortunately, this was done at the expense of Plaintiffs' safety. 

PLAINTIFFS' HISTORY 

107. Decedent/Plaintiff, STEPHANIE BAILEY was implanted on or about November 

16, 2010. After being implanted with Essure, this Plaintiff began to suffer from severe pelvic 

pain, numbness in extremities, severe long lasting migraines, and joint pain. Plaintiff had to 

have a hysterectomy as a result of Essure and subsequently died. BRADLEY BAILEY, acting 

as personal representative for the Estate of STEPHANIE BAILEY, is seeking damages for the 

loss of love, companionship, comfort, care, assistance and affection as well as all medical, 

hospital, emergency care and funeral expenses. This Plaintiff did not have knowledge of facts 

that would lead a reasonable, prudent person to make inquiry to discover Defendants' tortious 
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conduct until February 29, 2016 when the FDA (1) announced its "actions to provide important 

information about the risks of using Essure and to help women and their doctors be better 

informed of the potential complications associated with" the device; (2) required a black box 

warning on Essure to warn doctors and patients of "reported adverse events, including 

perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration, 

persistent pain, and allergy or hypersensitivity reactions." The FDA draft guidance black box 

warning for Essure also warns: "Some of these reported events resulted in device removal 

that required abdominal surgery. " This information should be shared with patients considering 

sterilization with the Essure® device during discussion of the benefits and risks of the device"; 

and (3) ordered Bayer "to conduct a new postmarket surveillance study designed to provide 

important information about the risks of the device in a real-world environment." Under 

appropriate application of the Discovery Rule, Plaintiffs suit was filed well within the applicable 

statutory limitations period. In addition, Defendants' fraudulent concealment of the relevant 

facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants 

was not only actively and fraudulently concealing adverse reports of migrations and perforations 

from this Plaintiff but also from the FDA. This active concealment is not a mere allegation, but 

evidenced by FDA findings and its citation to Defendants. 

108. Plaintiff, MICHELLE GARCIA was implanted in April of 2011 and then again in 

May of 2011. Subsequent to implantation with Es sure, this Plaintiff began to suffer from severe 

pelvic pain, extreme menstrual changes, weight gain, numbness in extremities, memory loss, and 

sever headaches. Plaintiff had to have a bilateral salpingectomy as a result of Essure. This 

Plaintiff did not have knowledge of facts that would lead a reasonable, prudent person to make 

inquiry to discover Defendants' tortious conduct until February 29, 2016 when the FDA (1) 
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announced its "actions to provide important information about the risks of using Essure and to 

help women and their doctors be better informed of the potential complications associated with" 

the device; (2) required a black box warning on Essure to warn doctors and patients of "reported 

adverse events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or 

pelvic device migration, persistent pain, and allergy or hypersensitivity reactions." The FDA 

draft guidance black box warning for Essure also warns: "Some of these reported events 

resulted in device removal that required abdominal surgery. "This information should be 

shared with patients considering sterilization with the Essure® device during discussion of the 

benefits and risks of the device"; and (3) ordered Bayer ''to conduct a new postmarket 

surveillance study designed to provide important information about the risks of the device in a 

real-world environment." Under appropriate application of the Discovery Rule, Plaintiffs suit 

was filed well within the applicable statutory limitations period. In addition, Defendants' 

fraudulent concealment of the relevant facts as described infra toll any relevant statutes of 

limitations. Most egregiously, Defendants was not only actively and fraudulently concealing 

adverse reports of migrations and perforations from this Plaintiff but also from the FDA. This 

active concealment is not a mere allegation, but evidenced by FDA findings and its citation to 

Defendants. 

109. Plaintiff, ROBIN STEPHENSON was implanted on or about June 24, 2004. 

Subsequent to implantation with Essure, this Plaintiff began to suffer from severe pelvic pain, 

fatigue, severe headaches, heart palpitations, bloating, constipation, diarrhea, severe joint pain, 

memory loss, insomnia, and blurry vision. Plaintiff had to have a hysterectomy and bilateral 

salpingectomy as a result of Essure. This Plaintiff did not have knowledge of facts that would 

lead a reasonable, prudent person to make inquiry to discover Defendants' tortious conduct until 
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February 29, 2016 when the FDA (1) announced its "actions to provide important information 

about the risks of using Essure and to help women and their doctors be better informed of the 

potential complications associated with" the device; (2) required a black box warning on Essure 

to warn doctors and patients of "reported adverse events, including perforation of the uterus 

and/or fallopian tubes, intra-abdominal or pelvic device migration, persistent pain, and allergy 

or hyp~rsensitivity reactions." The FDA draft guidance black box warning for Essure also 

warns: "Some of these reported events resulted in device removal that required abdominal 

surgery. "This information should be shared with patients considering sterilization with the 

Essure® device during discussion of the benefits and risks of the device"; and (3) ordered Bayer 

"to conduct a new postmarket surveillance study designed to provide important information 

about the risks of the device in a real-world environment." Under appropriate application of the 

Discovery Rule, Plaintiffs suit was filed well within the applicable statutory limitations period. 

In addition, Defendants' fraudulent concealment of the relevant facts as described infra toll any 

relevant statutes of limitations. Most egregiously, Defendants was not only actively and 

fraudulently concealing adverse reports of migrations and perforations from this Plaintiff but also 

from the FDA. This active concealment is not a mere allegation, but evidenced by FDA findings 

and its citation to Defendants. 

110. Plaintiff, CHANDRA FARMER was implanted on or about April, 4 2012. 

Subsequent to implantation with Essure, this Plaintiff began to suffer from severe pelvic pain, 

skin irritation, vision problems, vitamin deficiencies, numbness in extremities, severe migraines, 

loss of libido, mood swings, and extreme menstrual changes accompanied by blood clots. 

Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not have knowledge 

of facts that would lead a reasonable, prudent person to make inquiry to discover Defendants' 
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tortious conduct until February 29, 2016 when the FDA (1) announced its "actions to provide 

important information about the risks of using Essure and to help women and their doctors be 

better informed of the potential complications associated with" the device; (2) required a black 

box warning on Essure to warn doctors and patients of "reported adverse events, including 

perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration, 

persistent pain, and allergy or hypersensitivity reactions." The FDA draft guidance black box 

warning for Essure also warns: "Some of these reported events resulted in device removal 

that required abdominal surgery. "This information should be shared with patients considering 

sterilization with the Essure® device during discussion of the benefits and risks of the device"; 

and (3) ordered Bayer "to conduct a new postmarket surveillance study designed to provide 

important information about the risks of the device in a real-world environment." Under 

appropriate application of the Discovery Rule, Plaintiffs suit was filed well within the applicable 

statutory limitations period. In addition, Defendants' fraudulent concealment of the relevant 

facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants 

was not only actively and fraudulently concealing adverse reports of migrations and perforations 

from this Plaintiff but also from the FDA. This active concealment is not a mere allegation, but 

evidenced by FDA findings and its citation to Defendants. 

111. Plaintiff, RACHEL THOMPSON was implanted m 2009. Subsequent to 

implantation with Essure, this Plaintiff began to suffer from severe pelvic pain. Plaintiff had to 

have a hysterectomy as a result of Essure. This Plaintiff did not have knowledge of facts that 

would lead a reasonable, prudent person to make inquiry to discover Defendants' tortious 

conduct until February 29, 2016 when the FDA (1) announced its "actions to provide important 

information about the risks of using Essure and to help women and their doctors be better 
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informed of the potential complications associated with" the device; (2) required a black box 

warning on Essure to warn doctors and patients of "reported adverse events, including 

perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration, 

persistent pain, and allergy or hypersensitivity reactions." The FDA draft guidance black box 

warning for Essure also warns: "Some of these· reported events resulted in device removal 

that required abdominal surgery. " This information should be shared with patients considering 

sterilization with the Essure® device during discussion of the benefits and risks of the device"; 

and (3) ordered Bayer "to conduct a new postmarket surveillance study designed to provide 

important information about the risks of the device in a real-world environment." Under 

appropriate application of the Discovery Rule, Plaintiffs suit was filed well within the applicable 

statutory limitations period. In addition, Defendants' fraudulent concealment of the relevant 

facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants 

was not only actively and fraudulently concealing adverse reports of migrations and perforations 

from this Plaintiff but also from the FDA. This active concealment is not a mere allegation, but 

evidenced by FDA findings and its citation to Defendants. 

112. Plaintiff, DAW ANA BLAKE was implanted in December 2009. Subsequent to 

implantation with Essure, this Plaintiff began to suffer from severe pelvic pain, extreme 

menstrual changes, severe back and joint pain, numbness in extremities, vitamin D deficiency, 

mood swings, weight gain, and bloody urine. Plaintiff had to have a hysterectomy as a result of 

Essure. This Plaintiff did not have knowledge of facts that would lead a reasonable, prudent 

person to make inquiry to discover Defendants' tortious conduct until February 29, 2016 when 

•! 
the FDA (1) announced its "actions to provide important information about the risks of using 

Essure and to help women and their doctors be better informed of the potential complications 
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associated with" the device; (2) required a black box warning on Essure to warn doctors and 

patients of "reported adverse events, including perforation of the uterus and/or fallopian tubes, 

intra-abdominal or pelvic device migration, persistent pain, and allergy or hypersensitivity 

reactions." The FDA draft guidance black box warning for Essure also warns: "Some of these 

reported events resulted in device removal that required abdominal surgery. "This 

information should be shared with patients considering sterilization with the Essure® device 

during discussion of the benefits and risks of the device"; and (3) ordered Bayer "to conduct a 

new postmarket surveillance study designed to provide important information about the risks of 

the device in a real-world environment." Under appropriate application of the Discovery Rule, 

Plaintiffs suit was filed well within the applicable statutory limitations period. In addition, 

Defendants' fraudulent concealment of the relevant facts as described infra toll any relevant 

statutes of limitations. Most egregiously, Defendants was not only actively and fraudulently 

concealing adverse reports of migrations and perforations from this Plaintiff but also from the 

FDA. This active concealment is not a mere allegation, but evidenced by FDA findings and its 

citation to Defendants. 

113. Plaintiff, SHAWNTAE SEPULVADO was implanted in July 2012. After being 

implanted with Essure, this Plaintiff began to suffer from severe pelvic pain, numbness of 

extremities, severe bloating, headaches, dizziness, insomnia, vision problems, anxiety, 

depression, and weight gain. Plaintiff had to have a hysterectomy as a result of Essure. This 

Plaintiff did not have knowledge of facts that would lead a reasonable, prudent person to make 

inquiry to discover Defendants' tortious conduct until February 29, 2016 when the FDA (1) 

announced its "actions to provide important information about the risks of using Essure and to 

help women and their doctors be better informed of the potential complications associated with" 
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the device; (2) required a black box warning on Essure to warn doctors and patients of "reported 

adverse events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or 

pelvic device migration, persistent pain, and allergy or hypersensitivity reactions." The FDA 

draft guidance black box warning for Essure also warns: "Some of these reported events 

resulted in device removal that required abdominal surgery. "This information should be 

shared with patients considering sterilization with the Essure® device during discussion of the 

benefits and risks of the device"; and (3) ordered Bayer "to conduct a new postmarket 

surveillance study designed to provide important information about the risks of the device in a 

real-world environment." Under appropriate application of the Discovery Rule, Plaintiffs suit 

was filed well within the applicable statutory limitations period. In addition, Defendants' 

fraudulent concealment of the relevant facts as described infra toll any relevant statutes of 

limitations. Most egregiously, Defendants was not only actively and fraudulently concealing 

adverse reports of migrations and perforations from this Plaintiff but also from the FDA. This 

active concealment is not a mere allegation, but evidenced by FDA findings and its citation to 

Defendants. 

114. Plaintiff, SUZANNE THORPE was implanted in 2012. Subsequent to 

implantation with Essure, this Plaintiff began to suffer from severe pelvic pain, extreme 

menstrual changes, painful intercourse, severe migraines, joint pain, and memory loss. Plaintiff 

had to have a hysterectomy as a result of Essure. This Plaintiff did not have knowledge of facts 

that would lead a reasonable, prudent person to make inquiry to discover Defendants' tortious 

conduct until February 29, 2016 when the FDA (1) announced its "actions to provide important 

information about the risks of using Essure and to help women and their doctors be better 

informed of the potential complications associated with" the device; (2) required a black box 
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warning on Essure to warn doctors and patients of "reported adverse events, including 

perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration, 

persistent pain, and allergy or hypersensitivity reactions." The FDA draft guidance black box 

warning for Essure also warns: "Some of these reported events resulted in device removal 

that required abdominal surgery. "This information should be shared with patients considering 

sterilization with the Essure® device during discussion of the benefits and risks of the device"; 

and (3) ordered Bayer "to conduct a new postmarket surveillance study designed to provide 

important information about the risks of the device in a real-world environment." Under 

appropriate application of the Discovery Rule, Plaintiffs suit was filed well within the applicable 

statutory limitations period. In addition, Defendants' fraudulent concealment of the relevant 

facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants 

was not only actively and fraudulently concealing adverse reports of migrations and perforations 

from this Plaintiff but also from the FDA. This active concealment is not a mere allegation, but 

evidenced by FDA findings and its citation to Defendants. 

115. Plaintiff, REBECCA DREW was implanted in May 2013. Subsequent to 

implantation with Essure, this Plaintiff began to suffer from severe pelvic pain and chronic pains. 

Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not have knowledge 

of facts that would lead a reasonable, prudent person to make inquiry to discover Defendants' 

tortious conduct until February 29, 2016 when the FDA (1) announced its "actions to provide 

important information about the risks of using Essure and to help women and their doctors be 

better informed of the potential complications associated with" the device; (2) required a black 

box warning on Essure to warn doctors and patients of "reported adverse events, including 

perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration, 
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persistent pain, and allergy or hypersensitivity reactions." The FDA draft guidance black box 

warning for Essure also warns: "Some of these reported events resulted in device removal 

that required abdominal surgery. " This information should be shared with patients considering 

sterilization with the Essure® device during discussion of the benefits and risks of the device"; 

and (3) ordered Bayer "to conduct a new postmarket surveillance study designed to provide 

important information about the risks of the device in a real-world environment." Under 

appropriate application of the Discovery Rule, Plaintiffs suit was filed well within the applicable 

statutory limitations period. In addition, Defendants' fraudulent concealment of the relevant 

facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants 

was not only actively and fraudulently concealing adverse reports of migrations and perforations 

from this Plaintiff but also from the FDA. This active concealment is not a mere allegation, but 

evidenced by FDA findings and its citation to Defendants. 

116. Plaintiff, ISABELLA HARR was implanted on or about May 14, 2015. After 

being implanted with Essure, this Plaintiff began to suffer from severe pelvic pain, extreme 

dental problems, Anemia, and severe migraines. Plaintiff had to have a hysterectomy as a result 

of Essure .. This Plaintiff did not have knowledge of facts that would lead a reasonable, prudent 

person to make inquiry to discover Defendants' tortious conduct until February 29, 2016 when 

the FDA (1) announced its "actions to provide important information about the risks of using 

Essure and to help women and their doctors be better informed of the potential complications 

associated with" the device; (2) required a black box warning on Essure to warn doctors and 

patients of "reported adverse events, including perforation of the uterus and/or fallopian tubes, 

intra-abdominal or pelvic device migration, persistent pain, and allergy or hypersensitivity 

reactions." The FDA draft guidance black box warning for Essure also warns: "Some of these 
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reported events resulted in device removal that required abdominal surgery. "This 

information should be shared with patients considering sterilization with the Essure® device 

during discussion of the benefits and risks of the device"; and (3) ordered Bayer "to conduct a 

new postmarket surveillance study designed to provide important information about the risks of 

the device in a real-world environment." Under appropriate application of the Discovery Rule, 

Plaintiffs suit was filed well within the applicable statutory limitations period. In addition, 

Defendants' fraudulent concealment of the relevant facts as described infra toll any relevant 

statutes of limitations. Most egregiously, Defendants was not only actively and fraudulently 

concealing adverse reports of migrations and perforations from this Plaintiff but also from the 

FDA. This active concealment is not a mere allegation, but evidenced by FDA findings and its 

citation to Defendants. 

117. Plaintiff, CLAUDIA CASTELLANOS was implanted on or about January 22, 

2013. Subsequent to implantation with Essure, this Plaintiff began to suffer from severe pelvic 

pain, extreme menstrual changes, hair loss, severe headaches, weight gain, bloating, blurred 

vision, and fatigue. Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did 

not have knowledge of facts that would lead a reasonable, prudent person to make inquiry to 

discover Defendants' tortious conduct until February 29, 2016 when the FDA (1) announced its 

"actions to provide important information about the risks of using Essure and to help women and 

their doctors be better informed of the potential complications associated with" the device; (2) 

required a black box warning on Essure to warn doctors and patients of "reported adverse 

events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic 

device migration, persistent pain, and allergy or hypersensitivity reactions." The FDA draft 

guidance black box warning for Essure also warns: "Some of these reported events resulted 
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in device removal that required abdominal surgery. "This information should be shared with 

patients considering sterilization with the Essure® device during discussion of the benefits and 

risks of the device"; and (3) ordered Bayer "to conduct a new postmarket surveillance study 

designed to provide important information about the risks of the device in a real-world 

environment." Under appropriate application of the Discovery Rule, Plaintiffs suit was filed 

well within the applicable statutory limitations period. In addition, Defendants' fraudulent 

concealment of the relevant facts as described infra toll any relevant statutes of limitations. Most 

egregiously, Defendants was not only actively and fraudulently concealing adverse reports of 

migrations and perforations from this Plaintiff but also from the FDA. This active concealment 

is not a mere allegation, but evidenced by FDA findings and its citation to Defendants. 

118. Plaintiff, DOLLY PENA was implanted on or about May 31, 2012. After being 

implanted with Essure, this Plaintiff began to suffer from severe pelvic pain. Plaintiff became 

pregnant and gave birth to a child after being implanted with Essure. One of this Plaintiffs coils 

has migrated and will require surgery for removal. This Plaintiff did not have knowledge of 

facts that would lead a reasonable, prudent person to make inquiry to discover Defendants' 

tortious conduct until February 29, 2016 when the FDA (1) announced its "actions to provide 

important information about the risks of using Essure and to help women and their doctors be 

better informed of the potential complications associated with" the device; (2) required a black 

box warning on Essure to warn doctors and patients of "reported adverse events, including 

perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration, 

persistent pain, and allergy or hypersensitivity reactions." The FDA draft guidance black box 

warning for Essure also warns: "Some of these reported events resulted in device removal 

that required abdominal surgery. "This information should be shared with patients considering 
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sterilization with the Essure® device during discussion of the benefits and risks of the device"; 

and (3) ordered Bayer "to conduct a new postmarket surveillance study designed to provide 

important information about the risks of the device in a real-world environment." Under 

appropriate application of the Discovery Rule, Plaintiffs suit was filed well within the applicable 

statutory limitations period. In addition, Defendants' fraudulent concealment of the relevant 

facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants 

was not only actively and fraudulently concealing adverse reports of migrations and perforations 

from this Plaintiff but also from the FDA. This active concealment is not a mere allegation, but 

evidenced by FDA findings and its citation to Defendants. 

119. Plaintiff, MANDY LABONTE was implanted in October 2011. After being 

implanted with Essure, this Plaintiff began to suffer from severe pelvic pain, severe migraines, 

anxiety, hair loss, bloating, decreased libido, skin irritation, extreme menstrual changes, and 

depression. Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not have 

knowledge of facts that would lead a reasonable, prudent person to make inquiry to discover 

Defendants' tortious conduct until February 29, 2016 when the FDA (1) announced its "actions 

to provide important information about the risks of using Essure and to help women and their 

doctors be better informed of the potential complications associated with" the device; (2) 

required a black box warning on Essure to warn doctors and patients of "reported adverse 

events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic 

device migration, persistent pain, and allergy or hypersensitivity reactions." The FDA draft 

guidance black box warning for Essure also warns: "Some of these reported events resulted 

in device removal that required abdominal surgery. " This information should be shared with 

patients considering sterilization with the Essure® device during discussion of the benefits and 
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risks of the device"; and (3) ordered Bayer ''to conduct a new postmarket surveillance study 

designed to provide important information about the risks of the device in a real-world 

environment." Under appropriate application of the Discovery Rule, Plaintiffs suit was filed 

well within the applicable statutory limitations period. In addition, Defendants' fraudulent 

concealment of the relevant facts as described infra toll any relevant statutes oflimitations. Most 

egregiously, Defendants was not only actively and fraudulently concealing adverse reports of 

migrations and perforations from this Plaintiff but also from the FDA. This active concealment 

is not a mere allegation, but evidenced by FDA findings and its citation to Defendants. 

120. Plaintiff, KIM MYERS was implanted on or about July 17, 2008. After being 

implanted with Essure, this Plaintiff began to suffer from severe pelvic pain. Plaintiff had to 

have a hysterectomy as a result of Essure. This Plaintiff did not have knowledge of facts that 

would lead a reasonable, prudent person to make inquiry to discover Defendants' tortious 

conduct until February 29, 2016 when the FDA (1) announced its "actions to provide important 

information about the risks of using Essure and to help women and their doctors be better 

informed of the potential complications associated with" the device; (2) required a black box 

warning on Essure to warn doctors and patients of "reported adverse events, including 

perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration, 

persistent pain, and allergy or hypersensitivity reactions." The FDA draft guidance black box 

warning for Essure also warns: "Some of these reported events resulted in device removal 

that required abdominal surgery. "This information should be shared with patients considering 

sterilization with the Essure® device during discussion of the benefits and risks of the device"; 

and (3) ordered Bayer "to conduct a new postmarket surveillance study designed to provide 

important information about the risks of the device in a real-world environment." Under 
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appropriate application of the Discovery Rule, Plaintiffs suit was filed well within the applicable 

statutory limitations period. In addition, Defendants' fraudulent concealment of the relevant 

facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants 

was not only actively and fraudulently concealing adverse reports of migrations and perforations 

from this Plaintiff but also from the FDA. This active concealment is not a mere allegation, but 

evidenced by FDA findings and its citation to Defendants. 

121. Plaintiff, THERESA CORMIER was implanted in December 2003. After being 

implanted with Essure, this Plaintiff began to suffer from severe pelvic pain, chronic fatigure, 

and fibromyalgia. Plaintiff had to have a hysterectomy and a bilateral salpingo-ophorectomy as 

a result of Essure. This Plaintiff did not have knowledge of facts that would lead a reasonable, 

prudent person to make inquiry to discover Defendants' tortious conduct until February 29, 2016 

when the FDA (1) announced its "actions to provide important information about the risks of 

using Essure and to help women and their doctors be better informed of the potential 

complications associated with" the device; (2) required a black box warning on Essure to warn 

doctors and patients of "reported adverse events, including perforation of the uterus and/or 

fallopian tubes, intra-abdominal or pelvic device migration, persistent pain, and allergy or 

hypersensitivity reactions." The FDA draft guidance black box warning for Essure also warns: 

"Some of these reported events resulted in device removal that required abdominal surgery. 

" This information should be shared with patients considering sterilization with the Essure® 

device during discussion of the benefits and risks of the device"; and (3) ordered Bayer "to 

conduct a new postmarket surveillance study designed to provide important information about 

the risks of the device in a real-world environment." Under appropriate application of the 

Discovery Rule, Plaintiff's suit was filed well within the applicable statutory limitations period. 
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In addition, Defendants' fraudulent concealment of the relevant facts as described infra toll any 

relevant statutes of limitations. Most egregiously, Defendants was not only actively and 

fraudulently concealing adverse reports of migrations and perforations from this Plaintiff but also 

from the FDA. This active concealment is not a mere allegation, but evidenced by FDA findings 

and its citation to Defendants. 

122. Plaintiff, DEBRA LOGAN was implanted on or about May 11, 2010. After being 

implanted with Essure, this Plaintiff began to suffer from severe pelvic pain, anxiety, and 

extreme menstrual changes. Plaintiff had to have a hysterectomy as a result of Essure. This 

Plaintiff did not have knowledge of facts that would lead a reasonable, prudent person to make 

inquiry to discover Defendants' tortious conduct until February 29, 2016 when the FDA (1) 

announced its "actions to provide important information about the risks of using Essure and to 

help women and their doctors be better informed of the potential complications associated with" 

the device; (2) required a black box warning on Essure to warn doctors and patients of "reported 

adverse events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or 

pelvic device migration, persistent pain, and allergy or hypersensitivity reactions." The FDA 

draft guidance black box warning for Essure also warns: "Some of these reported events 

resulted in device removal that required abdominal surgery. "This information should be 

shared with patients considering sterilization with the Essure® device during discussion of the 

benefits and risks of the device"; and (3) ordered Bayer "to conduct a new postmarket 

surveillance study designed to provide important information about the risks of the device in a 

real-world environment." Under appropriate application of the Discovery Rule, Plaintiffs suit 

was filed well within the applicable statutory limitations period. In addition, Defendants' 

fraudulent concealment of the relevant facts as described infra toll any relevant statutes of 
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limitations. Most egregiously, Defendants was not only actively and fraudulently concealing 

adverse reports of migrations and perforations from this Plaintiff but also from the FDA. This 

active concealment is not a mere allegation, but evidenced by FDA findings and its citation to 

Defendants. 

123. Plaintiff, MICHILLE CRAWFORD was implanted in February 2008. After being 

implanted with Essure, this Plaintiff began to suffer from severe pelvic pain, severe joint pain, 

and hair loss. Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not 

have knowledge of facts that would lead a reasonable, prudent person to make inquiry to 

discover Defendants' tortious conduct until February 29, 2016 when the FDA (1) announced its 

"actions to provide important information about the risks of using Essure and to help women and 

their doctors be better informed of the potential complications associated with" the device; (2) 

required a black box warning on Essure to warn doctors and patients of "reported adverse 

events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic 

device migration, persistent pain, and allergy or hypersensitivity reactions." The FDA draft 

guidance black box warning for Essure also warns: "Some of these reported events resulted 

in device removal that required abdominal surgery. " This information should be shared with 

patients considering sterilization with the Essure® device during discussion of the benefits and 

risks of the device"; and (3) ordered Bayer "to conduct a new postmarket surveillance study 

designed to provide important information about the risks of the device in a real-world 

environment." Under appropriate application of the Discovery Rule, Plaintiffs suit was filed 

well within the applicable statutory limitations period. In addition, Defendants' fraudulent 

concealment of the relevant facts as described infra toll any relevant statutes of limitations. Most 

egregiously, Defendants was not only actively and fraudulently concealing adverse reports of 
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migrations and perforations from this Plaintiff but also from the FDA. This active concealment 

is not a mere allegation, but evidenced by FDA findings and its citation to Defendants. 

124. Plaintiff, ANGELA MACHIN was implanted on or about September 20, 2011. 

Subsequent to implantation with Essure, this Plaintiff began to suffer from severe pelvic pain and 

extreme menstrual changes, dizziness, and back pain. Plaintiff subsequently became pregnant 

and terminated the pregnancy. Plaintiff also had to have a hysterectomy as a result of Essure. 

This Plaintiff did not have knowledge of facts that would lead a reasonable, prudent person to 

make inquiry to discover Defendants' tortious conduct until February 29, 2016 when the FDA 

( 1) announced its "actions to provide important information about the risks of using Es sure and 

to help women and their doctors be better informed of the potential complications associated 

with" the device; (2) required a black box warning on Essure to warn doctors and patients of 

"reported adverse events, including perforation of the uterus and/or fallopian tubes, intra­

abdominal or pelvic device migration, persistent pain, and allergy or hypersensitivity reactions." 

The FDA draft guidance black box warning for Essure also warns: "Some of these reported 

events resulted in device removal that required abdominal surgery. " This information 

should be shared with patients considering sterilization with the Essure® device during 

discussion of the benefits and risks of the device"; and (3) ordered Bayer "to conduct a new 

postmarket surveillance study designed to provide important information about the risks of the 

device in a real-world environment." Under appropriate application of the Discovery Rule, 

Plaintiffs suit was filed well within the applicable statutory limitations period. In addition, 

Defendants' fraudulent concealment of the relevant facts as described infra toll any relevant 

statutes of limitations. Most egregiously, Defendants was not only actively and fraudulently 

concealing adverse reports of migrations and perforations from this Plaintiff but also from the 
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FDA. This active concealment is not a mere allegation, but evidenced by FDA findings and its 

citation to Defendants. 

125. Plaintiff, BRIDGETTE MOYLE was implanted on or about February 19, 2010. 

Subsequent to implantation with Essure, this Plaintiff began to suffer from severe pelvic pain. 

Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not have knowledge 

of facts that would lead a reasonable, prudent person to make inquiry to discover Defendants' 

tortious conduct until February 29, 2016 when the FDA (1) announced its "actions to provide 

important information about the risks of using Essure and to help women and their doctors be 

better informed of the potential complications associated with" the device; (2) required a black 

box warning on Essure to warn doctors and patients of "reported adverse events, including 

perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration, 

persistent pain, and allergy or hypersensitivity reactions." The FDA draft guidance black box 

warning for Essure also warns: "Some of these reported events resulted in device removal 

that required abdominal surgery. " This information should be shared with patients considering 

sterilization with the Essure® device during discussion of the benefits and risks of the device"; 

and (3) ordered Bayer "to conduct a new postmarket surveillance study designed to provide 

important information about the risks of the device in a real-world environment." Under 

appropriate application of the Discovery Rule, Plaintiff's suit was filed well within the applicable 

statutory limitations period. In addition, Defendants' fraudulent concealment of the relevant 

facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants 

was not only actively and fraudulently concealing adverse reports of migrations and perforations 

from this Plaintiff but also from the FDA. This active concealment is not a mere allegation, but 

evidenced by FDA findings and its citation to Defendants. 
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126. Plaintiff, HAZEL BAREFOOT was implanted on or about February 21, 2012. 

Subsequent to implantation with Essure, this Plaintiff began to suffer from severe pelvic pain and 

weight gain. Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not 

have knowledge of facts that would lead a reasonable, prudent person to make inquiry to 

discover Defendants' tortious conduct until February 29, 2016 when the FDA (1) announced its 

"actions to provide important information about the risks of using Essure and to help women and 

their doctors be better informed of the potential complications associated with" the device; (2) 

required a black box warning on Essure to warn doctors and patients of "reported adverse 

events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic 

device migration, persistent pain, and allergy or hypersensitivity reactions." The FDA draft 

guidance black box warning for Essure also warns: "Some of these reported events resulted 

in device removal that required abdominal surgery. "This information should be shared with 

patients considering sterilization with the Essure® device during discussion of the benefits and 

risks of the device"; and (3) ordered Bayer "to conduct a new postmarket surveillance study 

designed to provide important information about the risks of the device in a real-world 

environment." Under appropriate application of the Discovery Rule, Plaintiff's suit was filed 

well within the applicable statutory limitations period. In addition, Defendants' fraudulent 

concealment of the relevant facts as described infra toll any relevant statutes oflimitations. Most 

egregiously, Defendants was not only actively and fraudulently concealing adverse reports of 

migrations and perforations from this Plaintiff but also from the FDA. This active concealment 

is not a mere allegation, but evidenced by FDA findings and its citation to Defendants. 

127. Plaintiff, JANIE EARLY was implanted on or about May 28, 2009. Subsequent 

to implantation with Essure, this Plaintiff began to suffer from severe pelvic pain, numbness in 
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extremities, fatigue, joint pain, anemia, vitamin d deficiency, decreased libido, and insomnia. 

Plaintiff had to have a hysterectomy and a bilateral salpingo-oophorectomy as a result of Essure. 

This Plaintiff did not have knowledge of facts that would lead a reasonable, prudent person to 

make inquiry to discover Defendants' tortious conduct until February 29, 2016 when the FDA 

( 1) announced its "actions to provide important information about the risks of using Es sure and 

to help women and their doctors be better informed of the potential complications associated 

with" the device; (2) required a black box warning on Essure to warn doctors and patients of 

"reported adverse events, including perforation of the uterus and/or fallopian tubes, intra­

abdominal or pelvic device migration, persistent pain, and allergy or hypersensitivity reactions." 

The FDA draft guidance black box warning for Essure also warns: "Some of these reported 

events resulted in device removal that required abdominal surgery. " This information 

should be shared with patients considering sterilization with the Essure® device during 

discussion of the benefits and risks of the device"; and (3) ordered Bayer "to conduct a new 

postmarket surveillance study designed to provide important information about the risks of the 

device in a real-world environment." Under appropriate application of the Discovery Rule, 

Plaintiffs suit was filed well within the applicable statutory limitations period. In addition, 

Defendants' fraudulent concealment of the relevant facts as described infra toll any relevant 

statutes of limitations. Most egregiously, Defendants was not only actively and fraudulently 

concealing adverse reports of migrations and perforations from this Plaintiff but also from the 

FDA. This active concealment is not a mere allegation, but evidenced by FDA findings and its 

citation to Defendants. 

128. Plaintiff, DEBBIE YOUNG was implanted on or about September 12, 2013. 

Subsequent to implantation with Essure, this Plaintiff began to suffer from severe pelvic pain. 
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Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not have knowledge 

of facts that would lead a reasonable, prudent person to make inquiry to discover Defendants' 

tortious conduct until February 29, 2016 when the FDA (1) announced its "actions to provide 

important information about the risks of using Essure and to help women and their doctors be 

better informed of the potential complications associated with" the device; (2) required a black 

box warning on Essure to warn doctors and patients of "reported adverse events, including 

perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration, 

persistent pain, and allergy or hypersensitivity reactions." The FDA draft guidance black box 

warning for Essure also warns: "Some of these reported events resulted in device removal 

that required abdominal surgery. " This information should be shared with patients considering 

sterilization with the Essure® device during discussion of the benefits and risks of the device"; 

and (3) ordered Bayer "to conduct a new postmarket surveillance study designed to provide 

important information about the risks of the device in a real-world environment." Under 

appropriate application of the Discovery Rule, Plaintiffs suit was filed well within the applicable 

statutory limitations period. In addition, Defendants' fraudulent concealment of the relevant 

facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants 

was not only actively and fraudulently concealing adverse reports of migrations and perforations 

from this Plaintiff but also from the FDA. This active concealment is not a mere allegation, but 

evidenced by FDA findings and its citation to Defendants. 

129. Plaintiff, JONELLE SPENCER was implanted on or about June 11, 2013. 

Subsequent to implantation with Essure, this Plaintiff began to suffer from severe pelvic pain, 

skin irritation, and bloating. Plaintiff had to have a hysterectomy as a result of Essure. This 

Plaintiff did not have knowledge of facts that would lead a reasonable, prudent person to make 
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inquiry to discover Defendants' tortious conduct until February 29, 2016 when the FDA (1) 

announced its "actions to provide important information about the risks of using Essure and to 

help women and their doctors be better informed of the potential complications associated with" 

the device; (2) required a black box warning on Essure to warn doctors and patients of "reported 

adverse events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or 

pelvic device migration, persistent pain, and allergy or hypersensitivity reactions." The FDA 

draft guidance black box warning for Essure also warns: "Some of these reported events 

resulted in device removal that required abdominal surgery. " This information should be 

shared with patients considering sterilization with the Essure® device during discussion of the 

benefits and risks of the device"; and (3) ordered Bayer "to conduct a new postmarket 

surveillance study designed to provide important information about the risks of the device in a 

real-world environment." Under appropriate application of the Discovery Rule, Plaintiffs suit 

was filed well within the applicable statutory limitations period. In addition, Defendants' 

fraudulent concealment of the relevant facts as described infra toll any relevant statutes of 

limitations. Most egregiously, Defendants was not only actively and fraudulently concealing 

adverse reports of migrations and perforations from this Plaintiff but also from the FDA. This 

active concealment is not a mere allegation, but evidenced by FDA findings and its citation to 

Defendants. 

130. Plaintiff, HOPE MCFARLAND was implanted in February of 2008. Subsequent 

to implantation with Essure, this Plaintiff began to suffer from severe pelvic pain, extreme 

menstrual changes, weight gain, bloating, depression, anxiety, fatigue, tooth decay, skin 

irritation, loss oflibido, memory loss, visiori issues, and severe joint pain. Plaintiff had to have a 

hysterectomy as a result of Essure. This Plaintiff did not have knowledge of facts that would 
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lead a reasonable, prudent person to make inquiry to discover Defendants' tortious conduct until 

February 29, 2016 when the FDA (1) announced its "actions to provide important information 

about the risks of using Essure and to help women and their doctors be better informed of the 

potential complications associated with" the device; (2) required a black box warning on Essure 

to warn doctors and patients of "reported adverse events, including perforation of the uterus 

and/or fallopian tubes, intra-abdominal or pelvic device migration, persistent pain, and allergy 

or hypersensitivity reactions." The FDA draft guidance black box warning for Essure also 

warns: "Some of these reported events resulted in device removal that required abdominal 

surgery. "This information should be shared with patients considering sterilization with the 

Essure® device during discussion of the benefits and risks of the device"; and (3) ordered Bayer 

"to conduct a new postmarket surveillance study designed to provide important information 

about the risks of the device in a real-world environment." Under appropriate application of the 

Discovery Rule, Plaintiffs suit was filed well within the applicable statutory limitations period. 

In addition, Defendants' fraudulent concealment of the relevant facts as described infra toll any 

relevant statutes of limitations. Most egregiously, Defendants was not only actively and frau 

dulently concealing adverse reports of migrations and perforations from this Plaintiff but also 

from the FDA. This active concealment is not a mere allegation, but evidenced by FDA findings 

and its citation to Defendants. 

131. Defendants' conduct was malicious, intentional, and outrageous, and constitutes a 

willful and wanton disregard for the rights and safety of Plaintiffs and others. 
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FACTS AND WARRANTIES 

132. First, Defendants negligently trained physicians, including the implanting 

physician, on how to use its device and in hysteroscopy. 

133. The skills needed to place the micro-inserts as recognized by the FDA panel "are 

way beyond the usual gynecologist." 

134. Accordingly, Defendants went out and attempted to train the implanting physician 

on (1) how to use its device and (2) in hysteroscopy. Defendants (1) created a "Physician 

Training Manual"; (2) created a simulator called EssureSim; (3) organized limited training 

courses-where Defendants observed physicians until Defendants believed they were competent; 

(4) created Essure Procedure Equipment Supplies Checklists; and (5) represented to Plaintiffs 

that "Physicians must be signed-off to perform Essure procedures." Defendants had no 

experience in training others in hysteroscopy. 

135. Defendants failed to adequately train Plaintiffs' implanting physician and 

provided hysteroscopic equipment to the implanting physician who was not qualified to use such 

complicated equipment. 

136. A key study found that a learning curve for this hysteroscopic procedure was seen 

for procedure time, but not for successful placement, pain, and complication rates, evidencing 

that Defendants' training methods were failing3• 

13 7. Second, Defendants provided hysteroscopic equipment to the implanting 

physician who was not competent to use such device. Defendants knew the implanting 

physician was not competent to use such sophisticated equipment, yet provided the equipment 

anyway in order to sell its product. 

3 Learning curve of hysteroscopic placement of tubal sterilization micro inserts, US National Library of Medicine, 
Janse, JA. 
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138. Third, Defendants' distribution plan of requiring the implanting physician to 

purchase two (2) Essure kits a month, was an unreasonably dangerous plan as it compelled the 

implanting physician to insist that Essure be used in Plaintiffs. 

139. Defendants' distribution plan also included (1) negligently distributing Essure 

against FDA order and sections 501(f), 502(q) and (r) of the FD&C Act by marketing and selling 

an adulterated product; (2) the promotion of Essure through representatives of the hysteroscopic 

equipment manufacturers, who were not adequately trained nor had sufficient knowledge 

regarding Essure; (3) failing to report and actively concealing 8 perforations which occurred as a 

result of Essure; ( 4) erroneously using non-conforming material in the manufacturing of Essure; 

(5) failing to use pre-sterile and post-sterile cages; (6) manufacturing Essure at an unlicensed 

facility and (7) manufacturing Essure for three years without a license to do so. 

140. Lastly, Plaintiffs relied on the following warranties by Defendants and/or its 

agents, outlined in the subsequent Paragraphs: 

WEBSITE WARRANTIES 

141. Defendants marketed on its website the following: 

(a) "Only FDA approved female sterilization procedure to have zero pregnancies 
in the clinical trials.4

" 

I. However, there were actually four pregnancies during the clinical trials 
and five pregnancies during the first year of commercial experience. 
Defendants concealed this information from Plaintiff. 

(b) "There were Zero pregnancies in the clinical trials. 5" 

I. However, there were actually four pregnancies during the clinical trials 
and five pregnancies during the first year of commercial experience. 
Defendants concealed this information from Plaintiff. 

(c) "Physicians must be signed-off to perform Essure procedures" 

4 As to Plaintiffs Dolly Pena and Angela Machin. 
5 JJ. 
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I. However, Defendants failed to abide by the FDA guidelines when training 
the implanting physician and "signed-off' on the implanting physician 
who did not have the requisite training. Defendants concealed this 
information from Plaintiffs. 

( d) "Worry free: Once your doctor confirms that your tubes are blocked, you never 
have to worry about unplanned pregnancy" 

i. However, several pregnancies have been reported subsequent to 
confirmation. Defendants concealed this information from Plaintiffs. 

1i. However, between 1997-2005, 64 pregnancies were reported to 
Defendants. Defendants concealed this information from Plaintiffs. 

i. However, Adverse Event Report ESS 205 dated 10/3/2006 evidences a 
pregnancy after the three month Confirmation Test was confirmed. 
Defendants concealed this information from Plaintiffs. 

11. However, there have been over 30 pregnancies after "doctors confirmed 
the tubes were blocked." 

111. However, women who have Essure have 10 times greater risk of 
pregnancy after one year than those who use laparoscopic sterilization. At 
ten years, the risk of pregnancy is almost four ( 4) times greater6

. 

1v. Yet, Defendants' SEC filings, Form 10-K show that the HSG test used to 
confirm the tubes are blocked has been described by Defendants as 
"painful and is also known to be highly inaccurate, with false-positive 
results in as many as 40%." 

(e) "Essure is the most effective permanent birth control available-even more 
effective than tying your tubes or a vasectomy." 

i. Yet, Defendants' SEC filings, Form 10-K show that no comparison to a 
vasectomy or tying of tubes was ever done by Defendants. Defendants 
stated, "We did not conduct a clinical trial to compare the Essure 
procedure to laparoscopic tubal ligation." Defendants concealed this 
information from Plaintiffs. 

11. In fact, women who have Essure have 10 times greater risk of pregnancy 
after one year than those who use laparoscopic sterilization. At ten years, 
the risk of pregnancy is almost 4 times greater7• 

6 Probability of pregnancy after sterilization: a comparison of hysteroscopic versus laparoscopic sterilization, 
Gariepy, Aileen. Medical Publication "Contraception." Elsevier 2014. 
7 Id. 
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(f) "Correct placement. . .is performed easily because of the design of the micro­
insert" 

i. However, Defendants admitted that placement of the device requires a 
"skilled approach" and even admitted that their own experts in 
hysteroscopy (as compared to general gynecologists not on the same level 
as an expert hysteroscopist) failed to place the micro-inserts in 1 out of 7 
clinical participants. Defendants concealed this information from 
Plaintiffs. 

(g) ''the Essure training program is a comprehensive course designed to provide 
information and skills necessary to select appropriate patients, perform 
competent procedures and manage technical issues related to the placement of 
Essure micro-inserts for permanent birth control." 

i. However, Defendants failed to train the implanting physician pursuant to 
the FDA guidelines. Defendants concealed this information from 
Plaintiffs. 

(h) "In order to be trained in Essure you must be a skilled operative hysteroscopist. 
You will find the procedure easier to learn if you are already proficient in 
operative hysteroscopy and management of the awake patient. If your skills are 
minimal or out of date, you should attend a hysteroscopy course before 
learning Essure." 

i. However, Defendants "signed off' on the implanting physician who was 
not a skilled operative hysteroscopist, in order to monopolize and capture 
the market, including the implanting physician. Defendants concealed this 
information from Plaintiffs. 

(i) "Essure is a surgery-free permanent birth control." 

L However, Essure is not permanent as the coils migrate, perforate organs 
and are expelled by the body. Moreover, all Essure procedures are done 
under hysteroscopy, which is a surgical procedure. 

ADVERTISEMENT WARRANTIES 

142. Defendants advertised: 

(a) "Zero pregnancies" in its clinical or pivotal trials8. 

L However, there were at least four pregnancies. Defendants concealed this 
information from Plaintiffs. 

8 As to Plaintiffs Dolly Pena and Angela Machin. 
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(b) In order to be identified as a qualified Essure physician, a minimum of one 
Essure procedure must be performed every 6-8 weeks. 

i. However, Defendants "signed off' on "Essure physicians" who did not 
perform the procedure every 6-8 weeks, including the implanting 
physician. Defendants concealed this information from Plaintiffs. 

(c) No pregnancies have occurred after a successful confirmation test in the Essure 
clinical studies at 4 and 5 years of follow up9

. 

i. However, there were at least four pregnancies. Defendants concealed this 
information from Plaintiffs. 

(d) I don't want to worry about an unexpected pregnancy10
. 

i. However, there were at least four pregnancies. Defendants concealed this 
information from Plaintiffs. 

WARRANTIES BY AGENTS 

143. Defendants' CEO stated: "Essure allows you to push away the constant worry 

about an unplanned pregnancy that's our message and that's our theme11
• 

9 Id. 
io Id. 
II Id. 

(a) However, there were actually four pregnancies during the clinical trials and 
five pregnancies during the first year of commercial experience. Defendants 
concealed this information from Plaintiffs. 

(b) However, between 1997-2005, 64 pregnancies were reported to Defendants. 
Defendants concealed this information from Plaintiffs. 

(c) However, there have been over 30 pregnancies after "doctors confirmed the 
tubes were blocked." 

(d) Yet, Defendants' SEC filings, Form 10-K show that the HSG test used to 
confirm the tubes are blocked has been described by Defendants as "painful 
and is also known to be highly inaccurate, with false-positive results in as 
many as 40%." 

MARKETING WARRANTIES 
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144. Defendants marketed with commercials stating: 

145. Defendants warranted that Essure "allows for visual confirmation of each insert's 

proper placement both during the procedure and during the Essure Confirmation 

Test." 

(a) However, Essure does not allow for visual confirmation of proper placement 
during the procedure. 

BROCHURE WARRANTIES 

146. Defendants' Essure brochure warrants: 

(a) "Worry free" 

i. However, Defendants actively concealed and failed to report 8 
perforations which occurred as a result of Essure to the FDA as evidenced 
in a Form 483 issued by the FDA to Defendants. Defendants actively 
concealed this from Plaintiffs. See Investigative Report attached hereto as 
Exhibit "C. " 

11. Most egregiously, Defendants were issued another Form 483 when it 
"erroneously used non-conforming material." Defendants actively 
concealed this and was issued an additional Form 483 for "failing to 
adequately document the situation." Defendants actively concealed this 
from Plaintiffs. See Investigative Report attached hereto as Exhibit "C. " 

111. However, Defendants' facility was also issued a notice of violation as it 
"no longer uses pre-sterile and post-sterile cages." Defendants actively 
concealed this from Plaintiffs. See Notice of Violation attached as Exhibit 
''D.'' 

1v. However, Defendants also was issued a notice of violation when it "failed 
to obtain a valid license ... prior to manufacturing medical devices." 
Defendants were manufacturing devices for three years without a license. 
Defendants actively concealed this from Plaintiffs. See Notice of Violation 
attached as Exhibit "D. " 

v. However, Defendants were also issued a notice of violation as it was 
manufacturing medical devices from 2005 at an unlicensed facility. See 
Notice of Violation attached as Exhibit "D. " Defendants actively 
concealed this from Plaintiffs. 
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vi. Defendants failed to notice the FDA of their internal excel file containing 
16,047 entries of complaints. 

vii. Yet, Defendants' SEC filings, Form 10-K show that the HSG test used to 
confirm the tubes are blocked has been described by Defendants as 
"painful and is also known to be highly inaccurate, with false-positive 
results in as many as 40%." 

v11i. Yet, Defendants were issued Form 483's for not disclosing MDR's to the 
FDA for perforations, migrations and instances where Essure broke into 
pieces; were cited for having an incomplete risk analysis, not documenting 
non-conforming products, not following procedures used to control non­
confirming product, and other quality problems. 

(b) "The Essure inserts stay secure, forming a long protective barrier against 
pregnancy. They also remain visible outside your tubes, so your doctor can 
confirm that they're properly in place." 

I. However, the micro-inserts do not remain secure but migrate and are 
expelled by the body. Defendants actively concealed this information from 
Plaintiffs. 

11. However, Defendants actively concealed and failed to report 8 
perforations which occurred as a result of Essure to the FDA as evidenced 
in Form 483 issued to Defendants by the FDA. See Investigative Report 
attached hereto as Exhibit "C." 

111. Yet, Defendants were issued Form 483's for not disclosing MDR's to the 
FDA for perforations, migrations and instances where Essure broke into 
pieces; were cited for having an incomplete risk analysis, not documenting 
non-conforming products, not following procedures used to control non­
confirming product, and other quality problems. 

( c) "The Essure inserts are made from the same trusted, silicone free material used 
in heart stents." 

I. However, the micro-inserts are not made from the same material as heart 
stents. Specifically, the micro-inserts are made of PET fibers which 
trigger inflammation and scar tissue growth. Heart stents do not elicit 
tissue growth. Defendants actively concealed this from Plaintiffs. 

11. PET fibers are not designed or manufactured for use in human 
implantation. 

111. Moreover, Defendants also warranted: "the long-term nature of the tissue 
response to the Essure micro-insert is not known." 
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12 Id. 

IV. However, the PET fibers are made of the same materials as the PVT 
material in vaginal meshes which have a high rate of expulsion. 

v. Most egregiously, Defendants were issued another Form 483 when it 
"erroneously used non-conforming material." Defendants actively 
concealed this and was issue another Form 483 for "failing to adequately 
document the situation." See Investigative Report attached hereto as 
Exhibit "C. " 

(d) Step Two: "pregnancy cannot occur"; Step Three: The Confirmation12
. 

1. However, Defendants also state that it is only after "The Confirmation" 
pregnancy cannot occur. i.e. the complete opposite of what is warranted in 
the brochure. 

II. However, Adverse Event Report ESS 205 dated 10/3/2006 evidences a 
pregnancy after the three month confirmation test was confirmed. 

iii. However, between 1997-2005, 64 pregnancies were reported to 
Defendants. Defendants concealed this information from Plaintiff. 

IV. However, there have been over 30 pregnancies after "doctors confirmed 
the tubes were blocked." 

v. However, there have been incidents where the micro-inserts were expelled 
from the body even after the Confirmation Test13

. 

(e) "Essure eliminates the risks, discomfort, and recovery time associated with 
surgical procedures." 

i. However, Essure is not "surgery-free", rather surgery is not required. 

II. Yet, Defendants' SEC filings, Form 10-K show that the HSG test used to 
confirm the tubes are blocked has been described by Defendants as 
"painful and is also known to be highly inaccurate, with false-positive 
results in as many as 40%." 

147. "The inserts are made from ... safe, trusted material." 

(a) However, the inserts are not made of safe, trusted material as they migrate, 
corrode, break, and contain drugs. In fact, Defendants refer to Essure and 
classify it as a "drug." 

13 Essure insert expulsion after 3-month hysterosalpingogram,, US National Library of Medicine, Garcia, Al. 
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ES SURE BOOKLET WARRANTIES 

148. Defendants' Essure booklet warrants: 

(a) "This viewable portion of the micro-insert serves to verify placement and does 
not irritate the lining of the uterus." 

1. However, the device does irritate the uterus as the device is left trailing 
into the uterus and continues to elicit tissue growth. Defendants concealed 
this information from Plaintiffs. 

1. However, Defendants actively concealed and failed to report 8 
perforations which occurred as a result of Essure to the FDA as evidenced 
in Form 483. See Investigative Report attached hereto as Exhibit "C." 

1. Yet, Defendants were issued Form 483 's for not disclosing MD R's to the 
FDA for perforations, migrations and instances where Essure broke into 
pieces; were cited for having an incomplete risk analysis, not documenting 
non-conforming products, not following procedures used to control non­
confirming product, and other quality problems. 

(b) "there was no cutting, no pain, no scars ... " 

1. However, Plaintiff has experienced pain as a result of Essure. Defendants 
concealed this information from Plaintiffs. 

11. Yet, Defendants' SEC filings, Form 10-K show that the HSG test used to 
confirm the tubes are blocked has been described by Defendants as 
"painful and is also known to be highly inaccurate, with false-positive 
results in as many as 40%." 

111. Yet, Defendants were issued Form 483 's for not disclosing MD R's to the 
FDA for pain. 

1v. However, Defendants altered the records of at least one trial participant to 
reflect less pain. 

149. The subsequent claims are based on Plaintiffs' Essure and Defendants' failure to 

abide by FDA guidelines, Federal regulations and its own CPMA. 

NEGLIGENT MISREPRESENTATION- COUNT I 

150. Plaintiffs re-allege and re-incorporate the preceding Paragraphs. 
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151. Plaintiffs did not discover that the misrepresentations were the cause of their 

symptoms until February 29, 2016 when the FDA (1) announced its "actions to provide 

important information about the risks of using Essure and to help women and their doctors be 

better informed of the potential complications associated with" the device; (2) required a black 

box warning on Essure to warn doctors and patients of "reported adverse events, including 

perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration, 

persistent pain, and allergy or hypersensitivity reactions." The FDA draft guidance black box 

warning for Essure also warns: "Some of these reported events resulted in device removal 

that required abdominal surgery. "This information should be shared with patients considering 

sterilization with the Essure® device during discussion of the benefits and risks of the device"; 

and (3) ordered Bayer "to conduct a new postmarket surveillance study designed to provide 

important information about the risks of the device in a real-world environment," beginning the 

relevant statute oflimitations. 

152. Defendants made misrepresentations which are specifically outlined in Paragraphs 

143-150. 

153. Plaintiffs justifiably relied on the misrepresentations. Specifically, Plaintiffs 

would have never had Essure implanted had they been aware that there were 8 perforations of 

human cavities, that there had been 16,047 complaints regarding Essure, or the falsity of the 

representations specifically delineated in the preceding paragraphs. 

154. As a proximate result, Plaintiffs suffered damages as outlined in detail above. 

155. As a result of Defendants' negligence, breaches of warranty, fraud, and unfair 

trade practices, individually, jointly, and severally, Plaintiffs sustained the injuries noted above. 
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156. As a result of Defendants' negligence, breaches of warranty, fraud, and unfair 

trade practices, individually, jointly, and severally, Plaintiffs had to undergo numerous surgical 

procedures, diagnostic procedures, and may have to undergo surgeries, diagnostic testing, 

treatment and rehabilitation into the indefinite future. 

157. As a result of Defendants' negligence, breaches of warranty, fraud, and unfair 

trade practices, individually, jointly, and severally, Plaintiffs sustained significant pain and 

suffering, both physical and mental, and will continue to do so into the indefinite future. 

158. Plaintiffs have been forced to expend significant sums of money for treatment of 

the multitude of surgeries, testing, medicine, therapies along with related expenses, all to their 

significant financial detriment and loss, and they may have to endure significant financial 

expenditures into the foreseeable future. 

159. Plaintiffs have suffered a significant decrease in her ability to earn money in the 

future, as well as a significant loss of earning capacity. 

WHEREFORE, for the above reasons, Plaintiffs demand judgment in their favor and against the 

Defendants for an amount in excess of $75,000.00 each, compensatory, incidental, 

consequential, including pain and suffering which was a foreseeable consequential damages, 

delay damages, attorney's fees and costs of suit in an amount to be determined upon the trial of 

this matter. 

NEGLIGENCE-FAILURE TO WARN- COUNT II 

160. Plaintiffs re-allege and re-incorporate the preceding Paragraphs. 

161. Plaintiffs' injuries were caused by the negligent and reckless conduct of 

Defendants in failing to warn Plaintiffs or their implanting physicians, all of which hinge on 

violations of Federal law and its CPMA. 
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162. Defendants had a duty to warn Plaintiffs and/or their implanting physicians 

consistent with Federal law and its CMP A and included: 

(a) 21 C.F.R. 814.80-A device may not be manufactured, packaged, stored, 
labeled, distributed, or advertised in a manner that is inconsistent with a 
conditions of approval specified in the PMA approval order for the device. 

(b) 21 C.F.R. 820.65- establish and maintain procedures for identifying with a 
control number each unit, lot, or batch of finished devices and where 
appropriate components. The procedures shall facilitate corrective action. 

(c) 21 C.F.R. 803.l(a)- This part establishes the requirements for medical device 
reporting for device user facilities, manufacturers, importers, and distributors. 
If you are a device user facility, you must report deaths and serious injuries that 
a device has or may have caused or contributed to, establish and maintain 
adverse event files, and submit summary annual reports. If you are a 
manufacturer or importer, you must report deaths and serious injuries that your 
device has or may have caused or contributed to, you must report certain 
device malfunctions, and you must establish and maintain adverse event files. 
If you are a manufacturer, you must also submit specified followup. These 
reports help us to protect the public health by helping to ensure that devices are 
not adulterated or misbranded and are safe and effective for their intended use. 

(d) 21 C.F.R. 803.10- (a) If you are a device user facility, you must submit reports 
(described in subpart C of this part), as follows: (1) Submit reports of 
individual adverse events no later than 10 work days after the day that you 
become aware of a reportable event :(i) Submit reports of device-related deaths 
to us and to the manufacturer, if known; or (ii) Submit reports of device-related 
serious injuries to the manufacturers or, if the manufacturer is unknown, 
submit reports to us.(2) Submit annual reports (described in 803.33) to us.(b) If 
you are an importer, you must submit reports (described in subpart D of this 
part), as follows:(l) Submit reports of individual adverse events no later than 
30 calendar days after the day that you become aware of a reportable event:(i) 
Submit reports of device-related deaths or serious injuries to us and to the 
manufacturer; or(ii) Submit reports of device-related malfunctions to the 
manufacturer.(2) [Reserved](c) If you are a manufacturer, you must submit 
reports (described in subpart E of this part) to us, as follows:(l) Submit reports 
of individual adverse events no later than 30 calendar days after the day that 
you become aware of a reportable death, serious injury, or malfunction.(2) 
Submit reports of individual adverse events no later than 5 work days after the 
day that you become aware of:(i) A reportable event that requires remedial 
action to prevent an unreasonable risk of substantial harm to the public health, 
or(ii) A reportable event for which we made a written request.(3) Submit 
supplemental reports if you obtain information that you did not submit in an 
initial report. 
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(e) 21 C.F.R. 803.50(a)- (a) If you are a manufacturer, you must report to us no 
later than 30 calendar days after the day that you receive or otherwise become 
aware of information, from any source, that reasonably suggests that a device 
that you market:(l) May have caused or contributed to a death or serious 
injury; or(2) Has malfunctioned and this device or a similar device that you 
market would be likely to cause or contribute to a death or serious injury, if the 
malfunction were to recur.(b) What information does FDA consider 
"reasonably known" to me?(l) You must submit all information required in 
this subpart E that is reasonably known to you. We consider the following 
information to be reasonably known to you:(i) Any information that you can 
obtain by contacting a user facility, importer, or other initial reporter;(ii) Any 
information in your possession; or (iii) Any information that you can obtain by 
analysis, testing, or other evaluation of the device.(2) You are responsible for 
obtaining and submitting to us information that is incomplete or missing from 
reports submitted by user facilities, importers, and other initial reporters.(3) 
You are also responsible for conducting an investigation of each event and 
evaluating the cause of the event. If you cannot submit complete information 
on a report, you must provide a statement explaining why this information was 
incomplete and the steps you took to obtain the information. If you later obtain 
any required information that was not available at the time you filed your 
initial report, you must submit this information in a supplemental report under 
803.56. 

(f) 21 C.F.R. 803.53- You must submit a 5-day report to us, on Form 3500A or an 
electronic equivalent approved under 803 .14, no later than 5 work days after 
the day that you become aware that:(a) An MDR reportable event necessitates 
remedial action to prevent an unreasonable risk of substantial harm to the 
public health. You may become aware of the need for remedial action from any 
information, including any trend analysis; or(b) We have made a written 
request for the submission of a 5-day report. If you receive such a written 
request from us, you must submit, without further requests, a 5-day report for 
all subsequent events of the same nature that involve substantially similar 
devices for the time period specified in the written request. We may extend the 
time period stated in the original written request if we determine it is in the 
interest of the public health. 

(g) 21 C.F.R. 806.10- (a) Each device manufacturer or importer shall submit a 
written report to FDA of any correction or removal of a device initiated by 
such manufacturer or importer if the correction or removal was initiated:(!) To 
reduce a risk to health posed by the device; or(2) To remedy a violation of the 
act caused by the device which may present a risk to health unless the 
information has already been provided as set forth in paragraph (f) of this 
section or the corrective or removal action is exempt from the reporting 
requirements under 806.1 (b ).(b) The manufacturer or importer shall submit any 
report required by paragraph (a) of this section within IO-working days of 
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initiating such correction or removal.( c) The manufacturer or importer shall 
include the following information in the report:(l) The seven digit registration 
number of the entity responsible for submission of the report of corrective or 
removal action (if applicable), the month, day, and year that the report is made, 
and a sequence number (i.e., 001 for the first report, 002 for the second report, 
003 etc.), and the report type designation "C" or "R". For example, the 
complete number for the first correction report submitted on June 1, 1997, will 
appear as follows for a firm with the registration number 1234567: 1234567-
6/1197-001-C. The second correction report number submitted by the same 
firm on July 1, 1997, would be 1234567-7/1197-002-C etc. For removals, the 
number will appear as follows: 1234567-6/1/97-001-R and 1234567-7/1197-
002-R, etc. Firms that do not have a seven digit registration number may use 
seven zeros followed by the month, date, year, and sequence number (i.e. 
0000000-6/1197-001-C for corrections and 0000000-7/1197-001-R for 
removals). Reports received without a seven digit registration number will be 
assigned a seven digit central file number by the district office reviewing the 
reports.(2) The name, address, and telephone number of the manufacturer or 
importer, and the name, title, address, and telephone number of the 
manufacturer or importer representative responsible for conducting the device 
correction or removal.(3) The brand name and the common name, 
classification name, or usual name of the device and the intended use of the 
device.( 4) Marketing status of the device, i.e., any applicable premarket 
notification number, premarket approval number, or indication that the device 
is a preamendments device, and the device listing number. A manufacturer or 
importer that does not have an FDA establishment registration number shall 
indicate in the report whether it has ever registered with FDA.(5) The unique 
device identifier (UDI) that appears on the device label or on the device 
package, or the device identifier, universal product code (UPC), model, 
catalog, or code number of the device and the manufacturing lot or serial 
number of the device or other identification number.(6) The manufacturer's 
name, address, telephone number, and contact person if different from that of 
the person submitting the report.(7) A description of the event(s) giving rise to 
the information reported and the corrective or removal actions that have been, 
and are expected to be taken.(8) Any illness or injuries that have occurred with 
use of the device. If applicable, include the medical device report numbers.(9) 
The total number of devices manufactured or distributed subject to the 
correction or removal and the number in the same batch, lot, or equivalent unit 
of production subject to the correction or removal.(10) The date of 
manufacture or distribution and the device's expiration date or expected 
life.(11) The names, addresses, and telephone numbers of all domestic and 
foreign consignees of the device and the dates and number of devices 
distributed to each such consignee.(12) A copy of all communications 
regarding the correction or removal and the names and addresses of all 
recipients of the communications not provided in accordance with paragraph 
(c)(l 1) of this section.(13) If any required information is not immediately 
available, a statement as to why it is not available and when it will be 
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submitted.( d) If, after submitting a report under this part, a manufacturer or 
importer determines that the same correction or removal should be extended to 
additional lots or batches of the same device, the manufacturer or importer 
shall within 10-working days of initiating the extension of the correction or 
removal, amend the report by submitting an amendment citing the original 
report number assigned according to paragraph ( c )( 1) of this section, all of the 
information required by paragraph ( c )(2), and any information required by 
paragraphs (c)(3) through (c)(12) of this section that is different from the 
information submitted in the original report. The manufacturer or importer 
shall also provide a statement in accordance with paragraph (c)(13) of this 
section for any required information that is not readily available.(e) A report 
submitted by a manufacturer or importer under this section (and any release by 
FDA of that report or information) does not necessarily reflect a conclusion by 
the manufacturer, importer, or FDA that the report or information constitutes 
an admission that the device caused or contributed to a death or serious injury. 
A manufacturer or importer need not admit, and may deny, that the report or 
information submitted under this section constitutes an admission that the 
device caused or contributed to a death or serious injury.(f) No report of 
correction or removal is required under this part, if a report of the correction or 
removal is required and has been submitted under parts 803 or 1004 of this 
chapter.[62 FR 27191, May 19, 1997, as amended at 63 FR 42232, Aug. 7, 
1998; 69 FR 11311, Mar. 10, 2004; 78 FR 55821, Sept. 24, 2013] 

(h) 21 C.F.R. 814.84-(a) The holder of an approved PMA shall comply with the 
requirements of part 803 and with any other requirements applicable to the 
device by other regulations in this subchapter or by order approving the 
device.(b) Unless FDA specifies otherwise, any periodic report shall:(l) 
Identify changes described in 814.39(a) and changes required to be reported to 
FDA under 814.39(b).(2) Contain a summary and bibliography of the 
following information not previously submitted as part of the PMA:(i) 
Unpublished reports of data from any clinical investigations or nonclinical 
laboratory studies involving the device or related devices and known to or that 
reasonably should be known to the applicant.(ii) Reports in the scientific 
literature concerning the device and known to or that reasonably should be 
known to the applicant. If, after reviewing the summary and bibliography, 
FDA concludes that the agency needs a copy of the unpublished or published 
reports, FDA will notify the applicant that copies of such reports shall be 
submitted.(3) Identify changes made pursuant to an exception or alternative 
granted under 801.128 or 809.11 of this chapter.(4) Identify each device 
identifier currently in use for the device, and each device identifier for the 
device that has been discontinued since the previous periodic report. It is not 
necessary to identify any device identifier discontinued prior to December 23, 
2013. 

(i) 21 C.F.R. 820.65- Each manufacturer of a device that is intended for surgical 
implant into the body or to support or sustain life and whose failure to perform 
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when properly used in accordance with instructions for use provided in the 
labeling can be reasonably expected to result in a significant injury to the user 
shall establish and maintain procedures for identifying with a control number 
each unit, lot, or batch of finished devices and where appropriate components. 
The procedures shall facilitate corrective action. Such identification shall be 
documented in the DHR. 

(j) 21 C.F.R. 822-Post market surveillance- This part implements section 522 of 
the Federal Food, Drug, and Cosmetic Act (the act) by providing procedures 
and requirements for postmarket surveillance of class II and class III devices 
that meet any of the following criteria:(a) Failure of the device would be 
reasonably likely to have serious adverse health consequences;(b) The device 
is intended to be implanted in the human body for more than 1 year;... The 
purpose of this part is to implement our postmarket surveillance authority to 
maximize the likelihood that postmarket surveillance plans will result in the 
collection of useful data. These data can reveal unforeseen adverse events, the 
actual rate of anticipated adverse events, or other information necessary to 
protect the public health. 

(k) 21 C.F.R. 820.lOO(a) 6 -7- Corrective and Preventive Action-(a) Each 
manufacturer shall establish and maintain procedures for implementing 
corrective and preventive action. The procedures shall include requirements 
for:(l) Analyzing processes, work operations, concessions, quality audit 
reports, quality records, service records, complaints, returned product, and 
other sources of quality data to identify existing and potential causes of 
nonconforming product, or other quality problems. Appropriate statistical 
methodology shall be employed where necessary to detect recurring quality 
problems;(2) Investigating the cause of nonconformities relating to product, 
processes, and the quality system;(3) Identifying the action(s) needed to correct 
and prevent recurrence of nonconforming product and other quality 
problems;(4) Verifying or validating the corrective and preventive action to 
ensure that such action is effective and does not adversely affect the finished 
device;(5) Implementing and recording changes in methods and procedures 
needed to correct and prevent identified quality problems;( 6) Ensuring that 
information related to quality problems or nonconforming product is 
disseminated to those directly responsible for assuring the quality of such 
product or the prevention of such problems; and(7) Submitting relevant 
information on identified quality problems, as well as corrective and preventive 
actions, for management review.(b) All activities required under this section, 
and their results, shall be documented. 

(1) 21 C.F.R. 820.70(e)(h) (a) General. Each manufacturer shall develop, conduct, 
control, and monitor production processes to ensure that a device conforms to 
its specifications. Where deviations from device specifications could occur as a 
result of the manufacturing process, the manufacturer shall establish and 
maintain process control procedures that describe any process controls 
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necessary to ensure conformance to specifications. Where process controls are 
needed they shall include:(!) Documented instructions, standard operating 
procedures (SOP's), and methods that define and control the manner of 
production;(2) Monitoring and control of process parameters and component 
and device characteristics during production;(3) Compliance with specified 
reference standards or codes;(4) The approval of processes and process 
equipment; and(5) Criteria for workmanship which shall be expressed in 
documented standards or by means of identified and approved representative 
samples.(b) Production and process changes. Each manufacturer shall 
establish and maintain procedures for changes to a specification, method, 
process, or procedure. Such changes shall be verified or where appropriate 
validated according to 820.75, before implementation and these activities shall 
be documented. Changes shall be approved in accordance with 
820.40.(e) Contamination control. Each manufacturer shall establish and 
maintain procedures to prevent contamination of equipment or product by 
substances that could reasonably be expected to have an adverse effect on 
product quality.(h) Manufacturing material. Where a manufacturing material 
could reasonably be expected to have an adverse effect on product quality, the 
manufacturer shall establish and maintain procedures for the use and removal 
of such manufacturing material to ensure that it is removed or limited to an 
amount that does not adversely affect the device's quality. The removal or 
reduction of such manufacturing material shall be documented. 

(m)21 C.F.R. 820.90-(a) Control of nonconforming product. Each manufacturer 
shall establish and maintain procedures to control product that does not 
conform to specified requirements. The procedures shall address the 
identification, documentation, evaluation, segregation, and disposition of 
nonconforming product. The evaluation of nonconformance shall include a 
determination of the need for an investigation and notification of the persons or 
organizations responsible for the nonconformance. The evaluation and any 
investigation shall be documented.(b) Nonconformity review and 
disposition. (1) Each manufacturer shall establish and maintain procedures that 
define the responsibility for review and the authority for the disposition of 
nonconforming product. The procedures shall set forth the review and 
disposition process. Disposition of nonconforming product shall be 
documented. Documentation shall include the justification for use of 
nonconforming product and the signature of the individual(s) authorizing the 
use.(2) Each manufacturer shall establish and maintain procedures for rework, 
to include retesting and reevaluation of the nonconforming product after 
rework, to ensure that the product meets its current approved specifications. 
Rework and reevaluation activities, including a determination of any adverse 
effect from the rework upon the product, shall be documented in the DHR. 

(n) 21 C.F.R. 820.90-(a) Each manufacturer shall establish and maintain 
procedures for the control of storage areas and stock rooms for product to 
prevent mixups, damage, deterioration, contamination, or other adverse effects 
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pending use or distribution and to ensure that no obsolete, rejected, or 
deteriorated product is used or distributed. When the quality of product 
deteriorates over time, it shall be stored in a manner to facilitate proper stock 
rotation, and its condition shall be assessed as appropriate.(b) Each 
manufacturer shall establish and maintain procedures that describe the methods 
for authorizing receipt from and dispatch to storage areas and stock rooms. 

(o) 21 C.F.R. 820.180- All records required by this part shall be maintained at the 
manufacturing establishment or other location that is reasonably accessible to 
responsible officials of the manufacturer and to employees of FDA designated 
to perform inspections. Such records, including those not stored at the 
inspected establishment, shall be made readily available for review and 
copying by FDA employee(s). Such records shall be legible and shall be stored 
to minimize deterioration and to prevent loss. Those records stored in 
automated data processing systems shall be backed up. 

(p) 21 C.F.R. 820.198-(a) Each manufacturer shall maintain complaint files. Each 
manufacturer shall establish and maintain procedures for receiving, reviewing, 
and evaluating complaints by a formally designated unit. Such procedures shall 
ensure that:(l) All complaints are processed in a uniform and timely 
manner;(2) Oral complaints are documented upon receipt; and(3) Complaints 
are evaluated to determine whether the complaint represents an event which is 
required to be reported to FDA under part 803 of this chapter, Medical Device 
Reporting.(b) Each manufacturer shall review and evaluate all complaints to 
determine whether an investigation is necessary. When no investigation is 
made, the manufacturer shall maintain a record that includes the reason no 
investigation was made and the name of the individual responsible for the 
decision not to investigate.( c) Any complaint involving the possible failure of a 
device, labeling, or packaging to meet any of its specifications shall be 
reviewed, evaluated, and investigated, unless such investigation has already 
been performed for a similar complaint and another investigation is not 
necessary.(d) Any complaint that represents an event which must be reported 
to FDA under part 803 of this chapter shall be promptly reviewed, evaluated, 
and investigated by a designated individual(s) and shall be maintained in a 
separate portion of the complaint files or otherwise clearly identified. In 
addition to the information required by 820.198(e), records of investigation 
under this paragraph shall include a determination of:(l) Whether the device 
failed to meet specifications;(2) Whether the device was being used for 
treatment or diagnosis; and(3) The relationship, if any, of the device to the 
reported incident or adverse event.(e) When an investigation is made under this 
section, a record of the investigation shall be maintained by the formally 
designated unit identified in paragraph (a) of this section. The record of 
investigation shall include:(l) The name of the device;(2) The date the 
complaint was received;(3) Any unique device identifier (UDI) or universal 
product code (UPC), and any other device identification(s) and control 
number(s) used;(4) The name, address, and phone number of the 
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complainant;(S) The nature and details of the complaint;(6) The dates and 
results of the investigation;(?) Any corrective action taken; and(8) Any reply to 
the complainant.(t) When the manufacturer's formally designated complaint 
unit is located at a site separate from the manufacturing establishment, the 
investigated complaint(s) and the record(s) of investigation shall be reasonably 
accessible to the manufacturing establishment.(g) If a manufacturer's formally 
designated complaint unit is located outside of the United States, records 
required by this section shall be reasonably accessible in the United States at 
either:(l) A location in the United States where the manufacturer's records are 
regularly kept; or(2) The location of the initial distributor. 

(q) 21 C.F.R. 820.30 - Each manufacturer of any class III or class II device, and 
the class I devices listed in paragraph (a)(2) of this section, shall establish and 
maintain procedures to control the design of the device in order to ensure that 
specified design requirements are met. 

(r) 21 U.S.C. 352(q)(l) and 21 U.S.C. 33 l(a)- A drug or device shall be deemed to 
be misbranded .. .If its labeling is false or misleading. The following acts and 
the causing thereof are prohibited: the introduction or delivery for introduction 
into interstate commerce ... any device that is adulterated or misbranded. 

(s) 21 U.S.C. 351(a) (h)- A drug or device shall deemed to be adulterated .. .if it 
has been prepared, packed, or held under insanitary conditions whereby it may 
have been contaminated with filth .... or its manufacturing, processing, packing, 
or holding do not conform with current good manufacturing practice .. .if 
is ... not in conformity with ... an applicable condition prescribed by an order. 

(t) 21 U.S.C. 352 (q) (r)- Restricted devices using false or misleading advertising 
or used in violation of regulations- In the case of any restricted device 
distributed or offered for sale in any State, if (1) its advertising is false or 
misleading in any particular, or (2) it is sold, distributed, or used in violation of 
regulations prescribed under section 360j(e) of this title. Restricted devices 
not carrying requisite accompanying statements in advertisements and other 
descriptive printed matter. In the case of any restricted device distributed or 
offered for sale in any State, unless the manufacturer, packer, or distributor 
thereof includes in all advertisements and other descriptive printed matter 
issued or caused to be issued by the manufacturer, packer, or distributor with 
respect to that device (1) a true statement of the device's established name as 
defined in subsection (e) of this section, printed prominently and in type at 
least half as large as that used for any trade or brand name thereof, and (2) a 
brief statement of the intended uses of the device and relevant warnings, 
precautions, side effects, and contraindications and, in the case of specific 
devices made subject to a finding by the Secretary after notice and opportunity 
for comment that such action is necessary to protect the public health, a full 
description of the components of such device or the formula showing 
quantitatively each ingredient of such device to the extent required in 
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law: 

regulations which shall be issued by the Secretary after an opportunity for a 
hearing. 

(u) FDA requirement in CPMA order- "Within 10 days after Defendant receives 
knowledge of any adverse reaction to report the matter to the FDA." 

(v) FDA requirement in CPMA order- "Report to the FDA under the MDR 
whenever it receives information from any source that reasonably suggests that 
the device may have caused or contributed to a serious injury." 

(w)FDA requirement in CPMA order- Report Due Dates- six month, one year, 
eighteenth month, and two year reports. 

(x) FDA requirement in CPMA order- A device may not be manufactured, 
packaged, stored, labeled, distributed, or advertised in a manner that is 
inconsistent with any conditions to approval specified in a CPMA approval 
order for the device. 21 C.F.R. Section 814.80. 

(y) FDA requirement in CPMA order- Warranties are truthful, accurate, and not 
misleading. 

(z) FDA requirement in CPMA order- Warranties are consistent with applicable 
Federal and State law. 

163. Defendants breached these duties by not complying with its CPMA or Federal 

(a) Defendants failed to timely provide the FDA with reports after twelve months, 
eighteen months and then a final report for one schedule. Defendants also 
failed to timely submit post approval reports for its six month, one year, 
eighteen month and two year reports. All reports failed to meet the respective 
deadlines. Post approval Studies-ESS-305 Schedule attached as Exhibit "B." 

(b) Defendants failed to document successful placement of Essure concealing the 
failure rates. 

(c) Defendants failed to notice the FDA of several adverse reactions and actively 
concealed the same. Defendant failed to report 8 perforations which occurred 
as a result of Essure and was cited for the same by the FDA via Form 483. 14 

See Investigative Report attached as Exhibit "C." 

14 Form 483 is issued to firm management at the conclusion of inspection when an FDA investigator has observed 
any conditions that violate the FD&C Act rendering the device "adulterated." 
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(d) Defendants failed to report to the FDA information it received that reasonably 
suggested that the device may have caused or contributed to a serious injury 
concealing the injuries. Again, Defendants failed to report 8 perforations as 
adverse events which occurred as a result of Essure to the FDA as evidenced in 
Form 483. See Investigative Report attached as Exhibit "C." 

(e) Defendants failed to notice the FDA of their internal excel file containing 
16,047 entries of complaints. See Exhibit "E." 

(f) Defendants excluded the risk assessment for safety of loose coils in its Risk 
Management Plan and stated that Defendants had violated the FDCCA. Id. 

(g) erroneously using non-conforming material in the manufacturing of Essure; 
See Investigative Report attached as Exhibit "C." 

(h) failing to use pre-sterile and post-sterile cages; See Exhibit "D." 

(i) manufacturing Essure at an unlicensed facility; See Exhibit "D. " 

(j) manufacturing Essure for three years without a license to do so. See Exhibit 
"D.,, 

(k) Not reporting ... complaints in which their product migrated; See Exhibit "E." 

(1) Not considering these complaints in their risk analysis for the design of Essure; 
See Exhibit "E. " 

(m)Failing to document CAPA activities for a supplier corrective action; See 
Exhibit "E. " 

(n) On January 6, 2011, the FDA issued a violation to Defendant for the following: 
"An MDR report was not submitted within 30 days of receiving or otherwise 
becoming aware of information that reasonably suggests that a marketed 
device may have caused or contributed to a death or serious injury if the 
malfunction were to recur." See Exhibit "F." Form 483/Violation form issued 
by Timothy Grome on January 6, 2011. These failures included incidents 
regarding perforation of bowels, Essure coils breaking into pieces, and Essure 
coils migrating out of the fallopian tubes. Defendants were issued these 
violations for dates of incidents 9/1/10. 10/26/10, 5/11/10, 10/5/10, 10/1/10, 
11/5/10, 11/16/10, and 11/3/10. 

( o) Defendants had notice of 168 perforations but only disclosed 22 to the FDA. 
Id. 

(p) On January 6, 2011, Defendants were cited for their risk analysis of Essure 
being incomplete. Specifically, the FDA found that the Design Failure Modes 
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Effects Analysis for Essure didn't include as a potential failure mode or effect, 
location of the micro-insert coil in the peritoneal cavity. See Exhibit "F." Form 
483Niolation form issued by Timothy Grome on January 6, 2011. 

(q) On January 6, 2011, Defendants were cited for not documenting Corrective and 
Preventive Action Activities. Specifically, the FDA found that there were 
failures in Defendants' Design. The FDA also found that Defendants' CAPA 
did not mention the non-conformity of materials used in Essure or certain 
detachment failures. The FDA found that Defendants' engineers learned of 
this and it was not documented. See Exhibit "F." Form 483/Violation form 
issued by Timothy Grome on January 6, 2011. 

(r) On July 7, 2003, Defendants were cited for not analyzing to identify existing 
and potential causes of non-conforming product and other quality problems. 
Specifically, two lot history records showed rejected raw material which was 
not documented on a quality assurance form, which is used to track the data. 
(Inner/outer coil subassemblies were rejected but then not documented, leading 
to the question of where the rejected components went) See Exhibit "G." Form 
483Niolation form issued by Mark E. Chan on July 7, 2003. 

(s) On July 7, 2003, Defendants were cited for not following procedures used to 
control products which did not confirm to specifications. See Exhibit "G." 
Form 483/Violation form issued by Mark E. Chan on July 7, 2003. 

(t) Defendants failed to disclose to Plaintiff and her Implanting physician the fact 
that it Defendants altered medical records to reflect less pain then was being 
reported during the clinical studies for Essure and changed the birth dates of 
others to obtain certain age requirements that were needed to go through the 
PMA process. 

164. Had Defendants disclosed such information as was required by its CPMA and 

Federal law to Plaintiffs or their Implanting Physicians, Plaintiffs would never had Essure 

implanted. 

165. At all times referenced herein, Defendants and each of them were acting as agents 

and employees of each of the other defendants and were acting within the scope, purpose and 

authority of that agency and employment and with full knowledge, permission and consent of 

each other Defendant. 
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166. As a result of Defendants' negligence, breaches of warranty, fraud, and unfair 

trade practices, individually, jointly, and severally, Plaintiffs sustained the injuries noted above. 

167. As a result of Defendants' negligence, breaches of warranty, fraud, and unfair 

trade practices, individually, jointly, and severally, Plaintiffs had to undergo numerous surgical 

procedures, diagnostic procedures, and may have to undergo surgeries, diagnostic testing, 

treatment and rehabilitation into the indefinite future. 

168. As a result of Defendants' negligence, breaches of warranty, fraud, and unfair 

trade practices, individually, jointly, and severally, Plaintiffs sustained significant pain and 

suffering, both physical and mental, and will continue to do so into the indefinite future. 

169. Plaintiffs have been forced to expend significant sums of money for treatment of 

the multitude of surgeries, testing, medicine, therapies along with related expenses, all to their 

significant financial detriment and loss, and they may have to endure significant financial 

expenditures into the foreseeable future. 

170. Plaintiffs have suffered a significant decrease in her ability to earn money in the 

future, as well as a significant loss of earning capacity. 

WHEREFORE, for the above reasons, Plaintiffs demand judgment in their favor and against the 

Defendants for an amount in excess of $75,000.00 each, compensatory, punitive damages, 

incidental, consequential, including pain and suffering which was a foreseeable consequential 

damages, delay damages, attorney's fees and costs of suit in an amount to be determined upon 

the trial of this matter. 
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DEMAND FOR JURY TRIAL 

Plaintiffs demand a jury trial with regards to all claims. 

DATED this 5th day of May, 2016 

Respectfully submitted, 

MCELDREW LAW 
Counsel for Plaintiff 
123 South Broad Street, 
Suite 1920 
Philadelphia, PA 19109 
Phone: (215) 545-8800 
Facsimile: (215) 545-8805 

By: 
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McELDREW LAW, LLC 
James J. McEldrew, III, Esquire 
Atty ID #: 36411 
Thomas A. Dinan, Esquire 
Atty ID# 91344 
123 South Broad Street, Suite 1920 
Philadelphia, PA 19109 
(215) 545-8800 
jim@mceldrewlaw.com 
tdinan@mceldrewlaw.com 
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Registered Agents: 

Bayer Corp. 
100 Bayer Road, Bld. 4 
Pittsburgh, PA 15205 

Bayer Healthcare, LLC 
Corporation Service Co. 
2711 Centerville Road Suite 400 
Wilmington, DE 19808 

Bayer Healthcare Pharmaceuticals, LLC 
Corporation Service Co. 
2711 Centerville Road Suite 400 
Wilmington, DE 19808 

Bayer Essure, Inc. 
Corporation Service Co. 
2711 Centerville Road Suite 400 
Wilmington, DE 19808 

Bayer AG 
Werk Leverkusen 
51368 Leverkusen, Germany 

SERVICE LIST 

66 

Case 2:16-cv-02166-ER   Document 1-1   Filed 05/05/16   Page 30 of 41



EXHIBIT 

18 
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Post-Approval Studies 

~ Home3 Medical Devices• Oatabases5 

r'ost-Approval Studies 
Post-Approval Studies 

Page 1 of2 

• In January 2005. lhe oversight <esponsibillty of the P11sl-Approval Studies Program was transferred to the Dr11s1on of Ep1demiology (DEPI) of lhe Office Qf Survedla.nce and 81omet.ncs (OSB)iCenler for 

Device~ and Rad1ologlcal Health (CORHJ 

• The CDRH Post-Approval Studies Program encompasses design, tracking, over.sight, and review responsib1IU1es tor studies mandated as a condillon or approval of a prema~el approval CPMA) 
application, protocol developm~nl product (POP) applicalion, or humQnitarian device ex.emption rHOE) application The program helps ansura that well-designed post-approval sludles (PAS) are 

conducted effectively and efficienlly and in the least burdensome manner 

• CORH ha9 e3lablished an automated. internal tracking system lhai efficienlly identifies the reporting statu:5 of active PAS studies O(dered s1nca January 1 2005 basod on study tinieline:> incorporated 

in study protocols and agreed upcin by the CORH and applicants This system represenLS CDRH's effort to ensure that all PAS rommitments are fulfilled 1n a limely manner 

• In addibon. CDRH launched this publicly available webpage to keep all stakeholde1s informed or lhe progress of each PAS The v1ebpage displays general information regarding each PAS, as well as 
the overall study status {based on protocol-driven bmetines and the adequacy of the data) and the applicant's reporting status for each submission due 

Links 
• Guidance Document "Procedures for Handling Post·Approval Studies Imposed by PMA Order'"5 

• PAS Webpago FAQs' 
• Tools for Conducting PAS 

o Letler to IRB Chairs6 (formerly rererred to as nlRB Lelle' rrom Dr Sch0:ltz {dated 219/09)" 

o letterto PAS Participants9 

o Letter to PAS lnvestigalors 10 

• Post-Approval Studies Work3hops 

o Report on lmplementalion of Posl~Approval Studies for Medical Devices Workshop (June 2009) ~ ~ 

Contact Information 
Julie Unger 

Project Manager, Post·Approval Studies Prugram 
FOOd and Drug Admmistration 
10903 New Hampshire Ave 
W066-4208v Silver Spring, MD 
20993-0002 

Phone: (301) 796-6134 
Fax: (301) 847-8140 
(Ulie,unger@fda hhs gov 

Show All Studies 

General 
Application Number 
Most Recent Protocol Version Approved 
Study Name 
Study Status 
General Study Protocol Parameters 

P020014 S017 
0212412012 
Essurefpost-NovaSure PAS 

Progress Adequate 

Study Design Prospective Cohort Study 

Study Involve follow-up of premarl<et cohort (Y/N)No 
Data Source New Date Collec.lioo 

Comparison Group Objective Perform11uce Crilerion 

Analysis Type Analytioal 

Study Population Transit. Adolescent B (es adults): 18-21 yrs, AdUlt. >21 
Detailed Study Protocol Paran1eters 
Study Design Description 
Study Population Descrtption 

Single-arm mulli-center prospective observatfonaJ slUdy 

Women agod 21-50 wfth Es.sure mlcroinsarts properly placed 

(confirmatory HSG} seeking treatment for menorlhagta. 

i!I 

@:export to Excel 

Sample Size 
Data Collection 

A minimum of 220 female subjects relying on Essure micro- insorta seeking treatment for menorrhagia IE 

Occurrence of confirmed pregnancy at 1 year and 3 years among subjects relying on Essure !t 
Fallowup Visits and Length of Followup 3years 

Essure/post-NovaSure PAS Schedule 

Show All Studies 

inks on this page: 

One week post Novasure procedure, ttlen one and three year Post-EA Contraception Phone Cell 

Report Schedule 

six month report 

one year report 

18 monlh report 

two year report 
three year report 

rcur yearreport 

five year report 

03121/2014 
0212312015 
02/2312016 
02/2212017 

Overdue/Received 

03124/2014 Overdue/Received 

1. http://www.addthis.com/bookma rk. php ?u508=true&v=152&username=f damaln 

2. http://www.addthls.com/bookmark.php 

3. http://www.fda.gov/default.htm I 
EXHIBIT 
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Post-Approval Studies 

Home' Medical DeVices'1 Databases' 

..>st-Approval Studies 
Post-Approval Studies 

Page 1of2 

• In January 2005, the oversight responsibilily of lhe Post-Approval Studies Progr.:im was transferred to the D1v1s1on of Epidemiology {OEPI) of the Office ot Swve1llan~ and 61on;eldcs (058)/Cenl!!r for 

De•J1ces and Radiological Health (CDRH) 

• The CDRH Post-Approval Stud1es Program enoompass~s design 1rack1ng. oversight, and review responsibilities for sfui'ties mandc:ited as a r.ondi11on t>f approval of a premar'o1:e:t approv:al {PMA) 

spplic.alion. protocol dav~lopmcnl product (PDP) appiical.ion, or humanitari~n davice exemptlon (HOE) appliCdtion The program halp<J ensure lhat well-des191"1ad posl-approval studies (PAS) afe 

conducted effectively and efficien!ly and in the least burdensome manner 

• CDRH has established an autornatecJ 1nlemat track:1ng system lhal effic1enUy identities lhe repcni11g status or actrv-o PAS studies ordered s111ce Jar1uary 1 2005 based on sturJy t1m<::lines. incorporated 

in study prolocols and agreed upofl by the CDRH and applicants ihls system represents CORH's effort to enst.ire lhal all PAS comm1tmen1s are fulfilled 1n a hmely manne1 

• In addition CDRH launctled this Pltblicly a\lailable webpage to keep all stakeholders rnrormed of tha progres'l r.if each PAS The webpage displays general lllfonnalion regarding each PAS as well as 

the overall study slatus (based on protocol-driven t1maline5' end the adequacy of the data) and 1he applicant's reporting status. for each subm1ss1on due 

Links 
• Gutdance Document: "Procedures ror Handling Post-Approval Sludies Imposed by PMA Order'8 

• PAS Webpage FAOs1 

• Toots for Conducting PAS 

o L"tter lo IRB Chairs8 (formerty referred lo as "IRB Let!ef rroin Or SchullZ ldaied 2f9/09)'' 

o Letter lo PAS Part1c~ant'!.U 

o Letter to PAS Investigators 10 

• Post-Approval Studies Workshops 

a Report on lmplementalion of Post-Approval Studies for Medlcal Devices Workshop (June 2009) 11 

Contact Information 
Juli& Unger 
Project Manager, Post-Approval Sl\idles Program 

Food and Drug Admtnistratlon 
10903 New Hampshire Ave 
W056-4206v Sliver Spring, MD 
20993-0002 

Phone: (301) 796-6134 
Fax (301) 847-0140 
1ulie.unger@fda hhs.gov 

Show All Studies 

General 
Application Number 
Most Recent Protocol Version Approved 
Study Name 
Study Status 
General Study Protocol Parameters 

P020014 SO 12 
os1is12007 

ESS-305 

Completed 

Study Design Crmi.i;-See1rnna1 Study 

Study involve follow-up of premarket cohort (YIN) No 
Data Source New Cata Collection 

Comparison Group Historical Control 

Analysis Type Analytical 

Study Population Transit Adolescent e (as adults) : 18-21 yrs, Adult: >21 

Detailed Study Protocol Parameters 
Study Design Description 
Study Population Description 
Sample Si:ta 

This ls an observational cohort study. A new ooh on of patients t1nd physicians will be tll 
Sludy population is as per device indication This dl!Vicc is indicated for permanent birth conlrol IE 

657 women enrolled~ protocol states 20 sites enroHed patients 

~Export to Excel 

Data Collection 
Followup Visits and Length of Followup 
Final Study Results 

Study endpoint$ include: (1) b~aleral micro-insert placement rale, (2) Identification of focl'Om predicfive of miao-losert It:! 
NIA 

ESS-305 Schedule 

Show All Studies 

Actual Number of Patients Enrolled 
Actual Number of Sites Enrolled 
Patient Followup Rate 
Final Safety Findings 
Study Strengths and Weaknesses 
Recommendations for Labeling Changes 

Links on this page: 

584 wumen 

76 

81 60% 

The sponsor reported only 6 adverse events occurred dJrlng and aft€!r lhe Essure: placement procedure i£1 
The study is well designed lo evaluate lhe placement rate omong newtv trainttd physicians at m 
Updele labeling with the results ofthP. study in the conteitl of patient and physician labeling. 

Report Schedule 

6 month report 
1 year report 

18 mon1h report 
Final Report 

Report 
Data Due 

12114/2007 

FDA Receipt 
Data 

12/1412007 

Reporting 
Status 

On Time 
!!fil!4/2008 06(1712008 Overduo/Received 

1.Ul;l[2008 12/15/2001!.. Overdue/Roceived 
08114/2009 08/16/2,llllll. OverdueJRecaived 

1. http :l/www.addthis.com/bookmark. php?u5Q8;true&v= 152&username=fdamain 

2. http:l/www.addthis.com/bookmark.php 

3. http://www.fda.gov/default.htm 

4. http://Www.fda.gov/MedicalDevices/default.htm 

5. http: If www. fd a. gov/ Medi ca I Devices/ DeviceReg ulatio nandGuid ance/Databases/def au It. htm 

http://WW\'¥.a~cessdata.fda.gov/scripts/cdrh/cfd<bcs/cfpma/pma __ pas.cfm?c id=l 12&t id=36 ... 4/2/2014 
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Sf ATE OF CALIFORNIA 

DEPARTMENT OF PUBLIC HEAL TH 
FOOD AND DRUG BRANCH 
Medical Device Safetf & Youth Tobacco Enforcement Section 
Medical Device Safety Unit 

------,---, 
HEAL.TH A@-H~ SERVICES AGENCY 

INVESTIGATIVE REPORT 

Firm Name: Conceptus, Inc. 

Street Address: 331 East Evelyn Avenue 
lnterviewedlTltle: Henry Bishop 

Quality Manager 

Inspection Datets): ______ 1 ... f2 ... 1._./2.,.0._..1.._1 ____ _ 

City: 

OBA: NIA 

Mountain View 
Phone#: 

Zip Code: 94041 
650-962-4000 

****.***** ................... A*A•aaAIAA••••AiAAAA••t•AA&•a&A•AA•AAl•••••••4tlAA*AA***A*4*Ala&A•at•AaAAAAAA&aal•AAA&A& ....... 

INSPECTION TYPE D New License D New L.ic Reinsp ~ Renewal D Relnsp 0 Complaint 0 Recall 

0 Other: 
................................................................................................................................. 
LICENSE INFORMATION HMDR License#: Exp Date: FDA CFN #; 

Other FOB Lie/Reg#: 181 Device #: 45136 D Drug#: 0 PFR #: ------
*********************************************************..-************************************'************************* 
DISCUSSION 

The firm, Conceptus Inc., has maintained a medical devlce manufacturing license, 45136, since 2008. The firm 
manufactures a Class Ill medical device, specifically, the Essure System for permanent birth control in women. The 
current Inspection was conducted as a renewal inspection pursuant to HSC 111635(b). Said section states that the 
Department shall inspect each place of business licensed under Section 111615 once every two years. 

Upon Initiation of the Inspection, credentials were presented to Tarhan Kayihan, Sr Regulatory Quality Engineer, and 
Henry Bishop, Quality Manager. Mr. Bishop stated that the US FDA had conducted a 15--0ay, For Cause, inspection 
in December 201 o. Because this recent Inspection thoroughly reviewed all aspects of lhe finn's quality sy-.s

1
te
1
mi, lthle 

current inspection was limited to the four observations included on the FDA 483 lnspectional Observations 4 
and the firm's response to the observations. 

The FOA's Inspection was conducted In response to a discrepancl noted during an Inspection of the firm's contract 
manufacturer a I' located In • • • had been found to have erroneously used non­
conforming material in a vaUdatlon protocol without adequ1ately documenting the disposition of the material. The FDA 
then inspected Conceptus to determine if the non-conforming material was properly quarantined at the Mountain View 
facmty. 

The FDA Inspection did not note any deficiencies with regard the firm's handling of non-conforming material but 
issued an observation to the firm for fantng to adequately document the situation in a separate CAPA. The firm 
corrected this discrepancy prior to the close of the Inspection. 

The additional three observations noted on the 483 were all related to a single issue. Specifically, the investigator 
observed that the firm had not proper1y evaluated eight complaints of peritoneal perforation for reporting to the FDA as 
an adverse event. Also, the firm's rillk analysis did not include an evaluation of the risk associated with perforation of 
the peritonea• cavity. 

The firm submitted a response to the FDA (Exhibit B) on January 20, 2011, disputing the validity of the observations. 
regarding the reporting of complaints for peritoneal perforatlon. The firm claims that this condition is a result of the 
physician's misuse of the device or an error during insertion and not a failure of the device to perform as Intended. 
The FDA has not yet responded to the firm's submission. 

The FDA inspection covered all other areas of the firm's quality system. No other observations were noted. 

EXHIBIT 

IC 
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DISCUSSION WITH MANAGEMENT 

The finn was cooperative in providing all requested documents and information. It was explained to the firm that the 
results of the discussion with FDA regarding the disputed observations would be reviewed at the next renewal 
inspection. 

RECOMMENDATION 

No further action is indicated. 

Investigator's Name: Lana Widman Badge No. _136 _ _... ______ _ 

!::::.~::'!::!'.::!'.:!~=!::::: •• ~ •• ~.; •••• ~ •• ~ •• ~.~~······~··: ••••• ~: ••• 
Supervisor's Review/Comments: 

l-s.ww \~ . 

Supervisor's Signature: \~ ~ Date: 
--~---"-=---~---
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Conceptus, Inc. 
331 East Evelyn Ave. 
Mountain View, CA 94041 
(650) 962-4000 

Pagel 
Inspection Date: June 10-11, 2008 

LCN: 45136 

NARRATIVE REPORT 

SUMMARY OF FINDINGS 

The finn, Conceptus Inc., applied for a device manufacturing license and was assigned pending 
license number 45136. The firm is a manufacturer of an implantable Class Ill medical device. 
specifically the Essure System for Permanent Birth Control. 

A two item Notice of Violation (NOV) was issued during the pre-license inspection by the 
California Departmen1 of Public Health for failure to obtain a valid license from the department 
prior to manufacturing and distributing medical devices and failure to maintain the procedure 
Inventory Transfer. The violations were adequately corrected by June 11, 2008. 

Recommendations: It was recommended that the device manufacturing license be issued for 
Conceptus, Inc. located at 331 East Evelyn Avenue, Mountain View, CA 94041. 

INSPECTION OVERVJEW 

Inspection date: This inspection was conducted on June 10-11, 2008. 

P\ll'j?ose: The inspection was conducted in response to a Medical Device License Application 
dated 12/05/05 and signed by Edward Sinclair. The inspection was pursuant to HSC 111635 that 
states "Prior to issuing a license required by Section 111615, the department shall inspect each 
place of business." This was a relocation inspection, the prior location at 1021 Howard Avenue 
in San Carlos, CA (license #62105) was licensed with department from1994 to 2005. 

Scope of Inspection: The Quality System Inspection Technique (QSIT) was used as guidance for 
this inspection focusing on Management Controls, Design Controls, Corrective and Preventive 
Actions, and Production and Process Controls. 

Type of firm/Products: The firm was a cotporation registered with the FDA, #2951250, and 
their Class III Essure System for Permanent Birth Control was listed. They held the following 
PMA: 

• P020014, Essure System for Permanent Birth Control on November 4, 2002. 

Supplement 18, the most recent PMA supplement submitted by Conceptus had been 
acknowledged on 05/22/08 by the FDA In #18, the firm was seeking approval to tenninate their 
post-approval study early. They reportedly had demonstrated adequate bilateral placement 
success for the Essure device, and did net feel adding more patients to the study would be 
beneficial. 

The device was a micro-insert coil intertwined with PET fibers attached to a delivery system 
(introducer, delivery catheter, delivery wire). A doctor placed the coil at the uterine-fallopian 
tube jwictio~ where its coating caused it to be attached to the tube. An Essure kit con.Ullj· ~lllill!!!i!lll!IJ~!lll•-. 

EXHIBIT 
California Department of Public Health 1c 
Medical Device Safety Section D 
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/'' Conc:eptus, Inc. 

/ 331 EastEvelynAve. 
· Mountain View, CA 94041 

(650) 962-4000 

Page2 
lnspection Date: June 10·11, 2008 

LCN: 45136 

devices, so the doctor would place a coil at both uterine-fallopian tube junctions. Over the weeks 
following the implants, a natural barrier fonn should fonn around the insert. Three months 
following the procedure, the patient would undergo a xray to determine the barrier had 
effectively formed The device was single use and sterile with a shelf-life of 24 months. 

Ownership/history of firm: 

The corporation was founded in the 1990's to help facilitate pregnancy. The original device did 
not go to market and now they manufacture a birth control device. Conceptus produced between 
4,000 to 5,000 Essure kits per month, and distributed them domestically, in Canada, Australia, 
and the European Union. 

The President and CEO Mark Sieczkarek was the most responsible person on site. See Exhibit 
A for the fmn's organizational chart. The company had been at this site since December 2005, 
and it occupied approximately 50,000 square feet. See for the facility's floor plan. 
Conceptus had approximately 230 employees, mostly in sales, while 100 employees worked at 
this facility. They perform research and development., complaints, CAP As and distribution 
functions at this site. Assembling, packaging and labeling were contracted out. 

Individual(s) Contacted During the Inspection; Edward Sinclair was no longer with the 
company. The inspection contact was Henry Bishop, Quality Manager. He was cooperative in 
scheduling and providing documents during the inspection. Others participating in the 
inspection included: 

Edward Yu, Director of Clinical Research and Regulatory Affairs 
Tarhan Kayihan, Regulatory Compliance Engineer 
Rob McCarthy, Director of Operations 
Rachelle Acuna-Narvaez, Regulatory Affairs Associate 
Shakil Ahmed, Senior Product Surveillance Engineer 
Rich Suggs, Logistics Manager 
Charan Singh, Associate Quality Engineer 
Mark Pfimnan. Senior Quality Engineer 
Murray Margone, Facilities Manager 
Harpreet Singh, Senior Quality Engineer 

All correspondence should be sent to: 

Edward Yu 
Director of Clinical Research and Regulatory Affairs 
331 East Evelyn Ave 
Mountain View, CA 94041 

Previous licensing/inspection background: The firm was inspected by the department in 1994 at 
its former location. They were last inspected by FDA September 21-22, 2005 with no report of 
observations (483) issued. 

California Department of Public Health 
Medical Device Safety Section 

Food and Dmg Branch 
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~•pM,fuc. 
331 EastEvelynAve. 
Mountain View, CA 94041 
(650) 962-4000 

Page 3 
Inspection Date: June 10· 11, 2008 

LCN:4Sl36 

National Standards Authority of Ireland (NSAJ) had certified their quality system. They have 
CE Mark from NSAI. 

AREAS INSPECTED/NONCONFORMANCY DISCUSSION 

Management Controls 

The firm had established and implemented procedures for this system. Henry Bishop had been 
appointed the firm's management representative. The following documents were reviewed and 
appeared adequate: 

• Management Review, SOP 01104 Rev. N 
• Management Review Attendance and Agenda dated 10/17 /06 and 11/09/07 
• Internal Audit, SOP 00415 Rev. Z 
• 612/08-6/6/08 Audit Summary 
• Employee Training, SOP 00404 
• Sample of four employee training records 

No deficiencies were noted. 

Design Controls 

Design Controls were not a large focus of this inspection. The firm had established and 
implemented procedures for this system. The following were reviewed: 

• Product Development Process, SOP 00799 Rev. R 
• Risk Analysis, SOP 1830 Rev. H 
• Annual sterilization validation, VR-2982 Rev. 0, dated 7/20/07-7/23/07 
• Design F?vfEA for ESS305 dated 01/05/07 

No deficiencies were noted. 

Corrective and Preventative Actions (CAPA) 

The firm had established procedure and forms for this system. The following were reviewed and 
appeared adequate: 

• Corrective & Preventive Action, SOP 00935 Rev. R 
• Product Return, Complaint Handling and Reporting, SOP 1630 Rev. W 
• Product Recall, SOP 01045 Rev. H 
• Material Identification and Traceability Policy, SOP 3093 Rev. A 
• CAP A, complaint, MDR logs 

California Depanment of Mublic Health 
Medical Device Safety Section 

Foodland Drug Branch 
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The firm had 1,587 complaints since the beginning of2008, 15 cAYKs since 2006, and 12 
MDRs since 2007. They've had no recalls. A sample of CAP As, MDRs and complaints were 
reviewed. All appeared well documented, investigated to root cause, and adequately trended. 

No deficiencies were noted, but better documentation of CAPA verification and validation 
activities for ease of explanation was discussed with the firm. 

Production and Process Controls 

Conceptus used a contract manufacturer for assembly of the Essure device. R&D, complaints 
and CAP As, and distribution were the only in-house functions. A tour of the facility was 
conducted and the following were reviewed: 

• Good Documentation Practices, SOP 003 70 Rev. G 
• Engineering Change Order Procedure, SOP 00399 Rev. G 
• Essure Demo Assembly, R2688 
• Deployment and Release of Micro-Insert Test, R2621 
• Essure Delivery System Tensile Test Method, R2685 
• Demo Packaging, R1882 
• Sterile Load Control, SOP 01026 Rev. T 
• Line Clearance, SOP 00922 Rev. K 
• Incoming Inspection, SOP 00384, Rev. W 
• Nonconforming Material Review, SOP 00383 Rev. V 
• Supplier Selection. Approval and Monitoring, SOP 00739 rev. V 
• Approved Supplier List 
• Supplier files: .... and •••••• 
• Supplier Agreement {See Exhibit C) 
• Environmental Monitoring of the Controlled Environment Room, SOP 00928, Rev AD 
• CER testing dated 03111/08 and 09/17/07 (CER was not used in production/R&D only) 
• Calibration Procedure, SOP 00379 Rev. S 
• Calibration log and two equipment files 

assembled the devices and shipped the devices to P ? in 
. ( JI£ ii shipped the sterilized devices to Conceptus. Conceptus reviewed 

the products certifications and performed incoming inspection on a sample of kits (AQL of 1.0), 
and then shipped accepted materials. The firm estimated that by December 2008, -
will ship only tJ:,e sample devices to Conceptus for inspection and send the devices to .. in ••1. • • would distribute the devices following Conceptus 's approval of the lot 
based on the samples they received. 

No deficiencies were noted in the above. 

One violation was noted for Inventory Transfer, SOP 00454 Rev. Y (See Exhibit D) because it 
was the procedure from their old facility and was not the procedure being used at the current 
facility. The firm provided adequate corrections on June 11, 2008 (See Exhibit E). 

California Department of Public Health 
Medical Device Safety Section 

Food and Drug Branch 
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.- Conceptus, Inc:. 

331 East Evelyn Ave. 
Mountain View, CA 94041 
(650) 962-4000 

AITACHMENTS 

A. Notice of Violation dated June 11. 2008 

EXHIBITS 

A. 
B. 
c. 
D. 
E. 

•• 

~ 
Food &. Drug Investigator 
Medical Device Safety Unit 
Food and Drug Branch 

California Department of Public Health 
,~ <lo 1 .. 

St YU• 

Pages 
I.nspection Date: June 10-11, 2008 

LCN:4,136 

l:'J"\nf'i n.-.,1 n-.- n---L 
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/~1Q....wo31111 and Human Seniices Agency 

Direct res onses to: ') Q ST 10€ 
SupoNfsor 

\-.\.f'rQLA N t..Ot..ll. 
Address (number, 11tt11ot) 

JSOO CAPITDL. 
Finn name 

l:CrJCEPn.LS l~C. 
Address (number. Gtreett 

331 t:nsl £\/Et.: N A\Jfd 
?etllOll lntervi~'IOtl 

H NR'I f;J15ttOP 

NOTICE OF VIOLATION 

Food and Drug Branch 

PoslUon 

Q\JAL.-t I'/ fv\AN 1\6,Gn_ 

Depanmenl of Heallh Serncei 

C<D-\\-0~ 

The conditions or practices noted below were observed on subject premises this date. These are alleged to be violations of 
one or more provisions of Ca!ffomla law pertaining to the manufacture, proeessing, holding, sale, labeling, or advertising of a 
food, drug, medical device, cosmetic, or hazardous substance. The Department may seek administrative, civil, or criminal 
action for each of the vfolatfons. This report has been prepared to alert the management of the investigator's findings. It is 
the responsibility of the firm to assure compliance with all applicable laws and regulations. 

/"';) THt;: Fl~M FAIL.E"i> \D De>-n:.'\1tJ A VAL1 D )...1C81JS.E ?~QM TttG OEPARI1l1t:rtJ· ........ 
Pgicg ID fvtAN1JEAl,TUR11\I~ HH?1("}\-k Qe\'l(f.£ TH=<;; F1gM Movro TD 11!€ 

~ -ri+f,' r\IQ.Y\/\. FA \LG"O IO Me11~lIBtl\J 'Pf?.OCEPVR.~ ID Crf.Jl\Q.OL 0DCutJ:l8\[i5 

KG'$\)\l<G:D ei Th(; (jtV~k\ T\./ ];)!$;...,,;1\/\ @El7'uumc)r..). S9EC\FI CAkL':'/ ?PP -OOL\S:.\ 

Rev,s1D~ Y PE"RTh1N1tJl, m :::rNvESfPR'{ TRAl\lS.r~ Qert?e-ENCJ?;-.. PaG· S.TC121t 

AN i") Pi/ST. £J"CP-1 L.G° (g\)frteA NTl NE Cl16£S P\!'il}) :nt£ SAl\l CARL(;..:\ \.\H~~c:rtuuSt AND 

:tt+ff PACu ... 1 TY 'b.)O b.ONC:iEJ?.. uses Pi<.E· $JER\LE AN{) eosr- s.rr@1 LE CA6.t.'S. r'\i\JD 

--:l:L~ f\1()'1 Pf PN' G" A w &.:2.El-'rf>\.Y* • 

Aulhorl:zed agent name and bad9e 11umbar 

Page 101.1 
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provided by local rules or co . his form, approved by the Jud1c1al Conrerence orthe Umt!=d States in September 1974, IS required ror the use or the Clerk ofCoun for the 
purpose or initiating the civil docket sheet. (SEE IN!ffRUCT/ONS ON Nh'XT PAGE OF THIS FOllM.) 

I. (a) PLAINTIFFS DEFEND~NTS ~ 
BRADLEY BAILEY, as Personal Representative of the Estate of BAVER, CQRP., BAVER HEALTHCARE LLC. /' M 
STEPHANIE BAILEY, et. al. BAVER ES~URE, INC., BAYER HEALTHCA {) 

,, PHARMAC~UTICALS, INC. and BAYER A.G. 
(b) County orResidence of First Listc;d Plaintiff County of ~sidence of First Listed Derendant 

(EXCEPT IN U.s. PLAINTIFF CASES) L' (IN U.S. PLAINTIFF CASES ONLY) 

( C) Anomeys (Flm1 Name, Addre11, and Telephone Number) 
Thomas A. Dinan, Esq. 
McEldrew Law 
123 S. Broad Street, Suite 2250, Philadelphia, PA 19109 

NOTE: IN AND CONDEMNATION CASES, USE THE LOCATION OF 
TH~ TRACT OF LAND INVOLVED. 

Attorneys flfK110Wn) 

I 
I 

II. BASIS OF JURISDICTIO~:(Placean"X"1noneBO%OntyJ 

0 I U.S. Govcnuneot 
Plaintiff' 

.. 
0 3 Federal Question 

(),

·(U.S. Go1Ymment Nata Party) 

III. C11ZENSHI OF PRINCIPAL PARTIES (l'tacean "X" 1n one 80%far Pla1n11ff 
'For Diversity Ca es Only) and One Box for ~fondant) 

PTF DEF PTF DEF 
Citi ofThis Stale CJ I 0 Incorporated or Principal Place 0 4 0 4 

0 2 U.S. Clovemment 
Defendant 

n 
iversily 
' ~~ndlcate Clli:enlhlp of Parties In /tom Ill) 

IV. NATURE OF SUIT (Place an ·x"1noneB0%0nl~ 

Cif 
i 

or Anorher Swe 
I 

0 2 

of Business In This Slate 

0 2 Incorporated and Principal Place 
or Business In Another Slate 

0 3 0 3 foreign Nation 

c 5 OS 

c 6 o 6 

a 110 Insurance PERSONAL INJURY 0 422 Appeal 28 USC 158 0 375 Falso Claims Act 
0 120 Marine 0 310 Aliplane 0 423 Withdmwnl 0 400 Slate Reapponionmcnr 
a llOMillerAct 0 315AjrplnncProduct 28USC IS7 0 410Antitrust 
0 140 Negotiable Instrument Liability 0 430 Banks and Banking 
0 150 Recowry ofOvmpayment O 320 Asiiiult. Libel & /t>harm11Ce1ltical 0 450 Commerce 

& Enforcement or Judsmeol Slander Personal JiUury 0 820 Copyri9ht1 0 460 Depor1ati0ll 
a ISi Medicare Act 0 330 F~I Employers' Product Liability 0 830 Parent a 470 Racketeer lnOuenccd and 
0 152 Recovery of Defaulted Lia~ility 368 Asbestos Personal 0 840 Trademark Corrupt Organizations 

Student Loans CJ 340 Marino 11\iwy Product CJ 480 Consumer Credit 
(E>lcludcs Veterans) CJ 345 M8P,nc Product Liability ·= ri ·~ 0 490 Cable/Sal TV 

CJ IS3 Recovery of Overpayment Uability PERSONAL PROPERTY 0 7 0 Fair Labor StBJ\dm'dS 0 861 HIA (139Sfl) 0 BSD Securities/Commodities/ 
of Veteran's Beoelits CJ 350 Molar Vehicle 0 370 Orher Fraud Act I Cl 862 Black Lung (923) E>lchangc 

CJ 160 Stockltolden' Suits CJ 355 M0t0r Vehicle 0 371 Truth in Lending 0 0 Labor/Manager.en! 0 863 DIWC/DIWW (405(g)) 0 890 Other Slatulozy Actions 
CJ 1900therContnlCI PrOductLiability a 3800thcrPersonal Relations 0 864SSIDTitloXVI 0 891 Agricultural Acts 
0 195 Contract Product Liability 0 360 Oilier Personal Property Damage a 7f 0 Railway Labor~ct 0 865 RSI (405(8)) a 893 Environrnenral Maucrs 
a 196 Franchise lnjlll)' a 385 Property Damage 0 7 I Family and Mc ical 0 895 Freedom oflnformation 

0 362 PeisonaJ Injury· Product Liability I.eave Act Act 

~~mii!i!Wiiiiim~~m~M~edim'=1iiMiia1 ~~Jiiiimmiilmimffi!ii~CJ ??O Other Labor Li iaa1ion o 896 ArbihDlion 1:; O i;z;ll ~ aP. SLl.I CJ 791 Employee Rctiiemcnt b·-~·:·:ij· 11ED!!!i!ii!i:iiiii!ii.i~~ 0 899 Administrative Procedwe 
0 210 Land Condemnation CJ 440 Other Civil Rights Habeu CorpU1: Income Securil Act 0 870 Taxes (U.S. Plaintiff Act/Review or Appeal of 
0 220 foreclosure 0 441 VOiing 0 463 Alien Detainee or Dol'endant) Agency Decision 
a 230 Rent Lease & Ejcctment 0 442 Employment 0 SIO Motions lo Vai:ato 0 871 IRS-Thinl Party 0 9SOConstitutionality of 
0 240 Tons to Land 0 443 Housinaf Sentence 26 USC 7609 Stale Statutes 
a 245 Ton Product Liability Aceommodations 0 530 Oenernl 
0 290 All 01her Roal Property 0 445 Alll\!r. w/Di1abilitics • 0 535 Dealh Penalty 

Elgployment Other: 
0 446 Arjlcr. w/Disabilitics • 0 540 Mandamus & Other 

Otl)er 0 550 Civil Rights 
0 448 Education 0 SSS Pris011 Condilion 

: : I a 560 Civil Detaineo • 
• 1 Conditions or 
;·. Conlinement 

Actions 

0 4 2 Naturalization rpplication 0 4 5 Other lmmigra ·on 

RIGIN (l't«ean "X"1n0neBoxo~1yJ J 
riginal CJ 2 Removed from CJ 3 Remanded from CJ 4 Rei slated or 
roceeding Slate Coun ~ .' Appellate Coun R rned 

CJ 6 Multidistrict 
Litigation 

Cite the U.S. Civil Statute under which you are filing 

• CAUSE OF ACTION ~:~~t:'·er~d~·:~~C~ri~:-:11~.0~~3;:::,~~::-us-:'e-:':-------+----+------------------­
Plail)tiffs alleges violations of federal law in product llabl lty suit 

VII. REQUESTED IN 
COMPLAINT: 

VIII. RELATED CASE(S) 
IFANY 

CJ OHECK IF THIS IS A CLASS ACTION DEMAND 
l.i_NDER RULE 23, F.R.Cv.P. 

(See lnstl'Ucllons): 

RECEIPT# AMOUNr ·- APPLYING IFP 

·.· 
JUDOE MAO.JUDGE 
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INSTRUCTIONS FOR ATTORNEYS COMP~TING CIVIL COVER SHEET FORM JS 44 

: AUlhority For Cl II Cove< Sht 

The JS 44 civil cover sheet and the infonnation contained herein neither replace nor supplem~nts the filings and service of pleading or other papers as 
required by law, except as provided by local rules of court. This fonn. approv by the Judic!\11 Conference of the United States in September 1974. is 
required for the use of the Clerk of Gourt for the purpose of initiating the civil dJcket sheet. C10nsequently. a civil cover sheet is submitted to the Clerk of 
Court for each civil complaint filed: :'.The attorney filing a case should complette the form as fo/lows: 

l.(a) Plaintiffs-Defendants. Ent~r names (last, first, middle initial) ofplainti. and defend~nt. If the plaintiff or defendant is a government agency, use 
only the full name or standard abbreviations. If the plaintiff or defendan is an officiallwithin a government agency, identify first the agency and 
then the official, giving both name and title. 

(b) County of Residence. For each civil case filed, except U.S. plaintiff c es, enter the ~ame of the county where the first listed plaintiff resides at the 
time of filing. In U.S. plaintiff cases, enter the name of the county in wllich the first li~ted defendant resides at the time of filing. (NOTE: In land 
condemnation cases, the county of residence of the "defendant" is the loikition of the tract of land involved.) 

(e) Attorneys. Enter the finn name, address, telephone number, and attorney of record. If there are several attorneys, list them on an attachment, noting 
in this section "(see attachment}". I l 

II. Jurisdiction. The basis of ju.risdiction is set forth under Rule 8(a), F.R.tv.P., which~ quires that jurisdictions be shown in pleadings. Place an "X" 
in one of the boxes. lftheni .is more than one basis of jurisdiction, prece ence is give in the order shown below. 
United States plaintiff. (I) Jurisdiction based on 28 U.S.C. 1345 and 13 8. Suits by encies and officers of the United States are included here. 
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Federal question. (3) This n,fers to suits under 28 U.S.C. 1331, where jdrisdiction ar~s under the Constitution of the United States, an amendment 
to the Constitution. an act of Congress or a treaty of the United States. Ih cases where! e U.S. is a party, the U.S. plaintiff or defendant code takes 
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Diversity of citizenship. {4)~This refers to suits under 28 U.S.C. 1332, here parties citizens of different states. When Box 4 is checked. the 
citizenship of the different parties must be checked. (See Section Ill bel w; NOTE: deral question actions take precedence over diversity 
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EB 
UNITED STATES DISTRICT COURT 

FOR THE EASTERN OF PENNSYLVANIA - DESIGNATION FORM to be used by counsel to indicate the category of the case for th. e purpo .. se of 
assignment to appropri . ,< . ,,. . il 

. . Bradley Bailey as PR of the Estate of Stephanie Bailey- 7942 S. Yenia Court, Centennial, CO 80112 1 6 (f}) 11 I:\>,) ij 
AddressofPlamtlff:. _______________________________________ ~---'-----"'--.Ll!.--l<JIJ---

100 Bayer Road, Building 4, Pittsburgh, PA 15205 Address of Defendant: ___________________________________________________ _ 

Place of Accident, Incident orTransaction: __ P_A_,_c_o ________________________________________ _ 

(Use Reverse Side For Additional Space) 

Does this civil action involve a nongovernmental corporate party with any parent corporation and any publicly held corporatio wning % or more of its stock? 

(Attach two copies of sure Statement Form in accordance es GI 

case is pending ___________ Judge _______ _,_ ______ Date Terminated:--------------------

suit pending or within one year previously terminated action in this court? 

YesD NoQ 
2. ~~M111:..iim~-,'(Jf'fiaiRct or grow out of the same transaction as a prior suit pending or within one year previously terminated 

action in this court? 

YeslXI NoD 
3. Does this case involve the validity or infringement of a patent already in suit or any earlier numbered case pending or within one year previously 

terminated action in this court? YesD NoKl 

4. Is this case a second or successive habeas corpus, social security appeal, or pro se civil rights case filed by the same individual? 

CIVIL: (Place fl' in ONE CATEGORY ONLY) 

A Federal Question Cases: 

1. o Indemnity Contract, Marine Contract, and All Other Contracts 

2. o FELA 

3. o Jones Act-Personal Injury 

4. o Antitrust 

5. o Patent 

6. D Labor-Management Relations 

7. D Civil Rights 

8. D Habeas Corpus 

9. D Securities Act(s) Cases 

10. o Social Security Review Cases 

11. o All other Federal Question Cases 

(Please specify)-------------------

YesD NolXI 

B. Diversity Jurisdiction Cases: 

1. D Insurance Contract and Other Contracts 

2. D Airplane Personal Injury 

3. D Assault, Defamation 

4. D Marine Personal Injury 

5. o Motor Vehicle Personal Injury 

(V
o ther Personal Injury (Please specify) 

7 ~ oducts Liability 

. o roducts Liability - Asbestos 

9. o All other Diversity Cases 

(Please specify) 

ARBITRATION CERTIFICATION 
(Check Appropriate Category) 

I, James J. McEldrew, III, Esq/Thomas A. Dinan, Esq. counsel of record do hereby certify: 

o Pursuant to Local Civil Rule 53.2, Section 3(c)(2), that to the best of my knowledge and belief, the damages recoverable in this civil action case exceed the sum of 
$150,000.00 exclusive of interest and costs; 

o Relief other than monetary damages is sought. 

MayS,2016 
DATE: ----------

James J. McEldrew, III, Esq. 
Thomas A. Dinan, Esq. 

36411 I 91344 

Attorney-at-Law Attorney LD.# 

NOTE: A trial de novo will be a trial by jury only ifthere has been compliance with F.R.C.P. 38. HAY - 5 2016 
I certify that, to my knowledge, the within case is not related to any case now pending or within one year previously terminated action in this court 
except as noted above. 

DATE: --------- Attorney-at-Law Attorney LD.# 

CIV. 609 (5/2012) 
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IN THE UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF PENNSYLVANIA 

Civil Action No: 

BRADLEY BAILEY, as Personal Representative of 
the Estate of STEPHANIE BAILEY, MICHELLE 
GARCIA, ROBIN STEPHENSON, CHANDRA 
FARMER, RACHEL THOMPSON, DAWANA 
BLAKE, SHA WNTAE SPEULV ADO, SUZANNA 
THORPE, REBECCA DREW, ISABELLA HARR, 
CLAUDIA CASELLANOS, DOLLY PENA, 
MANDY LABONTE, KIM MYERS, THERESA 
CORMIER, DEBRA LOGAN, MICHILLE 
CRAWFORD, ANGELA MACHIN, BRIDGETTE 
MOYLE, HAZEL BAREFOOT, JANIE EARLY, 
DEBBIE YOUNG, JONELLE SPENCER, HOPE 
MCFARLAND. 

Plaintiffs, 

v. 

BA YER, CORP., BA YER HEALTHCARE LLC., . 
BA YER ESSURE, INC., BA YER HEALTHCARE 
PHARMACEUTICALS, INC. and BA YER A.G. 

Defendants. 

ADDENDUM TO DESIGNATION FORM 

BRADLEY BAILEY, as Personal Representative of the Estate of STEPHANIE BAILEY,: 
7942 S. Yenia Court, Centennial, CO 80112. 

MICHELLE GARCIA, 
1251NE141st Street, N. Miami, FL 33161 

ROBIN STEPHENSON: 
2911 Navajo Drive. Big Spring, TX 79720 

CHANDRA FARMER: 
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23907 St. Hwy 149, Novinger, MO 63559 

RACHEL THOMPSON: 
251 high Plains Drive, Princeton, WV 24739 

DAW ANA BLAKE, 
4325 N. Ste. Louis, Batesville, AR 72501 

SHAWNTAE SEPULVADO, 
14897 Park Ridge Dr. 
Lowell, AR 72764 

SUZANNA THORPE, 
23 Carrier Road, Colchester CT 06415 

REBECCA DREW, 
220 Brighton Drive, Byron, GA 31008 

ISABELLA HARR, 
1724 Dry Forth Road, South Shore, KY 41175 

CLAUDIA CASELLANOS, 
18040 W. Grace Lane, 101, Santa Clarita, CA 91387 

DOLLY PENA, 
7802 14th Ave, Apt C6, Brooklyn, NY 11209 

MANDY LABONTE, 
8912 Anahola Place, Diamond, MS 39525 

KIM MYERS, 
1065 Monticello Road, Wesson, MS 39191 

THERESA CORMIER, 
49 Smith Street, Fitchburg, MA 01420 

DEBRA LOGAN, 
1745 Fraser Court, Aurora, CO 80011 

MICHILLE CRAWFORD, 
701 S. Starlight Drive, Coeur d'Alene, ID 83814 

ANGELA MACHIN, 
540 Michelle Court, Prosper, TX 75078 

BRIDGETTE MOYLE, 
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115 S. Wayne Street, Van Wert, OH 45981 

HAZEL BAREFOOT, 
1934 Roxie Ave, Fayetteville, NC 28304 

JANIE EARLY, 
150 W. Washington Ave, Irrigon, OR 97844 

DEBBIE YOUNG, 
5738 Deerfield Drive, Apt 5, Bartlett, IN 38134 

JONELLE SPENCER, 
739 E. 1050 N, Boumtiful, UT 84010 

HOPE MCFARLAND. 
7226 Rumymede Trail, Fredericksburg, VA 22407 
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ER 
IN THE UNITED STATES DISTRICT COURT 

FOR THE EASTERN DISTRICT OF PENNSYLVANIA 

CASE MANAGEMENT TRACK DESIGNATION FORM 

CIVIL ACTION BRADLEY BAILEY , as Personal 
Representative of the Estate of Stephanie 
Bailey,et.al. v. 2166 
BA YER CORP., et. al. NO. 

In accordance with the Civil Justice Expense and Delay Reduction Plan of this court, counsel for 
plaintiff shall complete a Case Management Track Designation Form in all civil cases at the time of 
filing the complaint and serve a copy on all defendants. (See§ 1 :03 of the plan set forth on the reverse 
side of this form.) In the event that a defendant does not agree with the plaintiff regarding said 
designation, that defendant shall, with its first appearance, submit to the clerk of court and serve on 
the plaintiff and all other parties, a Case Management Track Designation Form specifying the track 
to which that defendant believes the case should be assigned. 

SELECT ONE OF THE FOLLOWING CASE MANAGEMENT TRACKS: 

(a) Habeas Corpus - Cases brought under 28 U.S.C. § 2241 through§ 2255. 

(b) Social Security - Cases requesting review of a decision of the Secretary of Health 
and Human Services denying plaintiff Social Security Benefits. 

(c) Arbitration - Cases required to be designated for arbitration under Local Civil Rule 53.2. 

(d) Asbestos - Cases involving claims for personal injury or property damage from 
exposure to asbestos. 

(e) Special Management - Cases that do not fall into tracks (a) through (d) that are 
commonly referred to as complex and that need special or intense management by 
the court. (See reverse side of this form for a detailed explanation of special 
management cases.) 

(f) Standard Management - Cases that do not fall into any one of the other tracks. 

May 5, 2016 

Date 

215-545-8800 

James J. McEldrew, III, Esq. 
Thomas A. Dinan, Esq. 

Attorney-at-law 

215-545-8805 

Plaintiffs 

Attorney for 
j im@mceldrewyoung.com 

( ) 

( ) 

( ) 

( ) 

Q 
( ) 

tdii:utll@mceldr:ewyoullg com 

Telephone FAX Number E-Mail Address 

(Civ. 660) 10/02 

HAY - 5 2016 

Case 2:16-cv-02166-ER   Document 1-2   Filed 05/05/16   Page 7 of 7


