Case: 7:17-cv-00057-KKC Doc #: 1-1 Filed: 03/23/17 Page: 1 of 199 - Page ID#: 16

COMMONWEALTH OF KENTUCKY
PIKE CIRCUIT COURT
DIVISION ~3—

CASENO. | 1-C) 224

FRANKIE NEWSOME,
KIMBERLY HOWELL,
STACEY VARNEY _ PLAINTIFFS
V. | PLAINTIFFS’ COMPLAINT
BAYER CORPORATION
100 Bayer Rd., Building 4
Pittsburgh, PA 15205
SERVE: . Corporation Service Company, Registered Agest FILED __
' 421 West Main Street ‘ ANNA PINSON SPEARS
Frankfort, KY 40601 FEB 2 4 207
And ’ ' PIKE CIRGUITSTRICT COURT
BAYER HEALTHCARE LLC.
100 Bayer Blvd.

Whippany, N.J. 07981 -

SERVE: Corporation Service Company, Régistered Agent
421 West Main Street '
Frankfort, KY 40601

And
'BAYER ESSURE, INC., (F/K/A CONCEPTUS, INC.)
100 Bayer Road
Pittsburgh, PA 15205
SERVE: Corporation Service Company
2711 Centerville Road, Suite 400
Wilmington, DE 19808
And
SERVE: The Kentuéky Secretary of State

Service of Summons -
Room 86, State Capitol
Frankfort, KY 40601

EXHIBIT A



Case: 7:17-cv-00057-KKC  Doc #: 1-1 Filed: 03/23/17 Page: 2 of 199 - Page ID#: 17

Address for Service pursuant to KRS §454.210:

Corporation Service Company
2711 Centerville Road, Suite 400
Wilmington, DE 19808

And

BAYER HEALTHCARE PHARMACEUTICALS INC.
100 Bayer Blvd.
Whippany, NJ 07981

SERVE: Corporation Service Company, Registered Agent
421 West Main Street
Frankfort, KY 40601
And

PIKEVILLE MEDICAL CENTER, INC. DEFENDANTS
911 Bypass Road
Pikeville, KY 41501

SERVE:  Pamela Todd May

127 Park Street
Pikeville, KY 41501

1



Case: 7:17-CV-00057-KKC Doc #: 1-1 Filed: 03/23/17 . Page: 3 of 199 - Page ID#: 18

. TABLE OF CONTENTS
COMPLAINT FOR DAMAGES ......cooovvviummmmmmmmmmmissmmmesssmsssssssssssssssssssssessssesssesssesesesssesesssssssenses |
I INTRODUCTION ....ooooooeeeeeeeeeoeeeeeeeeeeene e SR
1L PARTIES. ..........ooooooooooemmaresenssseeeesssssssssssssssssssssssssesssssssssssssssssssesseessssssssssssssnnns T
A. PLAINTIFFS......oooomooeoorvrrrsssirronns S
B. DEFENDANTS. ....cccocvreensrsnssssesssenssssas : veirnsenss .“ 7
II1. JURISDICTION AND VENUE . .......cccocvvirterrirrenenn et 10
IV. FACTS.....ooerruermcrermineesseseesassesesssessesssesssesessssesssssssasessssessssssesssssssasessesssnnetsessecsens 11
A. DESCRIPTION OF ESSURE® AND HOW IT WORKS. ..........cccooo........ 11
B. MEDICAL DEVICE REGULATORY FRAMEWORK. ............cccccceuee. 14
1. Class III Medical Device Pre-Market Approval Requirements................. 16
2. General Reportmg Dutles to the FDA are Requlred After the PMA
PLOCESS. ettt 18
3. A Manufacturer Must Follow Current Good Manufacturing Practices. ... 22
4. PMA Supplements For Labeling Changes..........cccecovevceeieniienveneeneeeneane 24
5. The FDA Prohibits Misleading Or False Promotion And Marketing....... 25
6. Violations of Federal Statutes or FDA Regulations Void the Federal
Preemption Defense. ..o 26

C. CONCEPTUS DEPENDED SOLELY ON ESSURE® SALES TO
‘ FIX THEIR PROBLEMS WITH MASSIVE DEBT AND ACHIEVE

PROFITABILITY.....cooiiiiitiiinneii e 28
D. MANIPULATING SAFETY INFORMATION ALLOWED
CONCEPTUS TO BECOME A VIABLE COMPANY. ......cccooevuvriunene. 29

E. CONCEPTUS AND BAYER CONTINUOUSLY SPREAD FALSE
AND MISLEADING INFORMATION TO ALTER PERCEPTIONS

"OF ESSURE®'S SAFETY RISKS. .....ooiiuirmmeroeeseesseeeseseseeesseenssessesessseone 32
F. CONCEPTUS AND BAYER HAVE ALWAYS KNOWN THAT
ESSURE® IS DANGEROUS.........cocoerireirrenmmnereesisivessessesssssesesesssives 39
1. Conceptus Was Charged With Early Regulatory Violations.................... 35
2. Conceptus Knew About A Myriad Of Manufacturing Problems. ............ 35
3. Conceptus Concealed Thousands of Migration and Perforation
Reports From the FDA.......cocoiiiieiiiiiccieniceecerecercscsresneenes 36
4. Conceptus Demonstrated A Continuing Pattern of Concealing Safety
COMPIAINES. ..ottt 39
5. Trends in FDA Reports Prove That Conceptus and Bayer Withheld
An Enormous Amount of Safety Information. .........ccccevveeiiiininnnncenne. 41
6. Bayer Misled the FDA About Rates of Essure® Breaking. ........ccccec...... .. 43
7. Now The Medical Commumty Is Discovering What Conceptus And _
Bayer Knew For Years: Essure® Is Dangerous. ........... rterrenre e ere e 45
8. The Revelation Of Safety Information In The Public Leads To The
Inevitable: FDA Mandates Major Changes To Essure® Sales................. 48

11



Case: 7:17-cv-00057-KKC Doc #: 1-1 Filed: 03/23/17 Page: 4 of 199 - Page ID#: 19

G. CONCEPTUS’ AND BAYER'S PARTICIPATION IN THE
COVERING UP OF AND FAILURE TO ADEQUATELY WARN OF
SERIOUS ADVERSE EVENTS AND INCREASED RISKS AND
COMPLICATIONS ASSOCIATED WITH ESSURE® CAUSED

PLAINTIFFS’ INJURIES............ ereeeteere et eareeaenraennnes teerrertentsaaeanaas 54
V. EQUITABLE TOLLING/FRAUDULENT CONCEALMENT ............coco....... 56
VI GENERAL ALLEGATIONS.... ..ottt ee e enr e ear e eraennsane e 57
Representations ..o 58 -
CAUSATION ...ttt et ettt e s s e erae e aeesse e ssessneseeesasnan 59
DAMAZES  ...ooooviieieriieieieieteeete ettt tea et s s s s st s st sttt et s era et eran s nne 60
VIIL SPECIFIC PLAINTIFFS’ ALLEGATIONS .............. et e et e e et eeebas 61
A FRANKIE NEWSOME............ooooooooooeeooeoeeeeeoeeeeeeeeeoeeeeeeeeeeeeseeeeeeessess s 61
1. Initial Essure® Procedure:.............ccoo.rrveeen. ettt st 61
- 2. Post Essure® Procedure Condition and Treatment: ............ooeroveeveerrereen.e, 62
B. KIMBERLY HOWELL..........cooviiiiiiiiieecee et er e 64
1. Initial ESSUIE® PrOCEAUIE: . ..oveveeeeeeeereeeeee oo eees s eessessesseseess s 64
2. Post Essure® Procedure Condition and Treatment: ............oooerveereerennn.. 65
C.  STACEY VARNEY. oot 66
1. Initial Essure® Procedure: ........coomvmvemvevveiveenen.. e evreeeennns 66
2. Post Essure® Procedure Condition and Treatment: .............oc.overeeereeneene. 68
VIIIL. AGENCY, ALTER-EGO, JOINT VENTURE, AND CONSPIRACY .............. 70
IX. PLAINTIFFS ARE ENT ITLED TO PUNITIVE DAMAGES ........................... 72
X. CLAIMS FOR RELIERF..........oooiiieteetectecteeteeee et ensesaveesveese s ensaseeeane s 72
FIRST CAUSE OF ACTION - Stengel - Failure to Warn ... e naaes 72
" A.  CONCEPTUS AND BAYER HAD A DUTY TO REPORT ADVERSE
EVENTS TO THE FDA UNDER FEDERAL LAW. ..o, 72
1. Conceptus and Bayer Had a Federal Duty to Report AEs Under the
. “Conditions for Approval” of ESSUTE®’S PMA. ..o eeeeeeeenen 73
2. Conceptus and Bayer Had a Duty to Report Adverse Events
Under 21 C.F.R. § 803.50, § 814.82. ...oooureeeeeeeeteeeeeeeeee e 75

3. Conceptus and Bayer Had a Federal Duty to Report New
Clinical Investigations and/or Scientific Studies under 21
C.FR. § 814.84(D)(2)...ccviieiiiiiiiiiiieiinicisieeteet e 76

4. Conceptus and Bayer Had Continuing Duties Under 21 C.F. R
§§ 820.198, 820.300, 820.700 & 820.100 to Discover, Investlgate

and Respond to Adverse Events. ............ ettt sttt saes 77
5. Conceptus and Bayer Had a Federal Duty to Modify Essure®s -

Labeling under 21 C.F.R. § 803.39(Q). ..ccoeevereririeeericcecerceeeeeene 78
6. Conceptus and Bayer Chose Not to Submit a “CBE” Supplement

Under 21 C.F.R. § 803.39(d). .ccoveveevreriiiinreinienccirieeerecieeceeeee e 79

iv



Case: 7:17-cv-00057-KKC Doc #: 1-1 Filed: 03/23/17 Page: 5 of 199 - Page ID#: 20

E.

F.

CONCEPTUS AND BAYER HAD A DUTY TO REPORT
ADVERSE EVENTS TO THE FDA UNDER KENTUCKY LAW

AND A DUTY TO MODIFY THE LABELING BASED ON

KENTUCKY LAW TO ADEQUATELY WARN PHYSICIANS
AND THEIR PATIENTS. ....c.ccoiiiiiiiiiinenectncenctrcneer e 80

CONCEPTUS’ AND BAYER’S DUTY TO WARN UNDER
KENTUCKY LAW IS NOT DIFFERENT FROM OR IN
ADDITION TO FEDERAL REQUIREMENTS. ......ccccooevninnenienennens 82

THERE IS A CAUSAL AND FACTUAL NEXUS BETWEEN
PLAINTIFFS’ INJURIES AND THE BAYER DEFENDANTS’
BREACH OF THEIR STATE LAW DUTIES, AND IDENTICAL
FEDERAL REQUIREMENTS. .........cccooiiiiiiiiirceecee e 85

1. Had Bayer and Conceptus Reported Adverse Events Earlier, the FDA '
Would Have Moved To Strengthen the Essure® Labeling Much Earlier,
Prior to Plaintiffs’ Implantation.......... ereete e et e st et e e teeste e n e baaeeanaan 87

2. Had Bayer and Conceptus Investigated and Reported Adverse Events
Earlier, the Information in Those AEs Would Have Been Available to
the Medical Community as @ Whole.........cceceevevrivenenineninresieceeeeenene, 87
3. Had Bayer and Conceptus Modified the Essure® Labeling as
Required under State and Federal Law, Information Regarding the

True Risks, Harms and Benefits of Essure® would have been
Available MUCh Earlier. ......cooeeiiieeeeiieeeeeeeete e cetve e 89

4. Had Bayer and Conceptus Conformed to their Identical State and
Federal Duties, Plaintiffs’ Specific Injuries Would Not Have

TO THE EXTENT THE ESSURE® WARNING WAS ADEQUATE,
IT WAS NULLIFIED BY DEFENDANTS’ CONDUCT..................c....... 92

ESSURE® IS AN “ADULTERATED” AND “MISBRANDED”
DEVICE AND IS THEREFORE EXTRA-REGULATORY. .................. 92

SECOND CAUSE OF ACTION - Fraudulent Mlsrepresentatlon /
Fraud in the Inducement ................cccooiiiiiiiiiiiiiinieereeieen e e sve e e ne s ee s 94

A.

CONCEPTUS AND BAYER HAD AFFIRMATIVE AND

. CONTINUING FEDERAL DUTIES TO NOT MAKE

FRAUDULENT MISREPRESENTATIONS OF MATERIAL
FACTS REGARDING THE BENEFITS AND HARMS OF
S SURE . ..o oo s e e s s e es st s s 95

CONCEPTUS AND BAYER HAD STATE DUTIES TO NOT

MAKE FRAUDULENT MISREPRESENTATIONS OF

MATERIAL FACTS REGARDING THE BENEFITS AND

HARMS OF ESSURES............coovoioeoiieeeeeeeeseeeessoeeesseessseeseesssases s saeeons 96

CONCEPTUS AND BAYER’S DUTY TO NOT MAKE

FRAUDULENT MISREPRESENTATIONS UNDER KENTUCKY
LAW IS NOT DIFFERENT FROM OR IN ADDITION TO

FEDERAL REQUIREMENTS. ......ccooiiiiiiiiiiictceccian 96



Case: 7:17-cv-00057-KKC Doc #: 1-1 Filed: 03/23/17 Page: 6 of 199 - Page ID#: 21

THERE IS A CAUSAL AND FACTUAL NEXUS BETWEEN
PLAINTIFFS’ INJURIES AND DEFENDANTS’ BREACH OF ITS
STATE LAW DUTIES, AND IDENTICAL FEDERAL
REQUIREMENTS......cocooiiiiiiiiicctctcte e 97

1. Conceptus and Bayer Intentionally Misrepresented the Health and
Safety Information Associated with ESSULE®. ... 98

2. Conceptus and Bayer Made Intentional Mlsrepresentatlons ,
Regarding the Safety and Efﬁcacy of Essure® Through Marketing. ...... 102

3. Conceptus and Bayer Intentlonally Misrepresented the Comparative
Risks and Benefits of Essure® to Alternative Methods of Permanent _
STETTZATION. . .eoveeeieeieeeee ettt cte et e e e ssee e e saesse e e bae e ssesaesessesseanns 107

4. As a Direct, Proximate and Causal Result of Conceptus’ and
Bayer’s Fraudulent Misrepresentations, Plaintiffs Sustained
Substantial IAJUIIES.......cveueeerirerereeeeeeeeeteceeteseateeeessesssessseesessseseseneesens 109

THIRD CAUSE OF ACTION - Fraudulent Concealment .................oovveiieiiiiiiniiiiiiiienennnn. 111

A.

CONCEPTUS AND BAYER HAD AFFIRMATIVE AND
CONTINUING FEDERAL DUTIES TO NOT MAKE

FRAUDULENT CONCEALMENTS AND/OR OMISSIONS OF
MATERIAL FACTS REGARDING THE BENEFITS AND

HARMS OF ESSURES...........ooiooooeeceeeeeeeeeeeseas e 111

CONCEPTUS AND BAYER HAD STATE DUTIES TO NOT

MAKE FRAUDULENT CONCEALMENTS AND/OR OMISSIONS

OF MATERIAL FACTS REGARDING THE BENEFITS AND

HARMS OF ESSURES............coooviriiereiecesenessssessssessissssssssssssssesesnnes 113

CONCEPTUS’ AND BAYER’S DUTY TO NOT TO MAKE
FRAUDULENT CONCEALMENTS AND/OR OMISSIONS OF
MATERIAL FACTS REGARDING THE BENEFITS AND HARMS

OF ESSURE® UNDER KENTUCKY LAW IS NOT DIFFERENT _
FROM OR IN ADDITION TO FEDERAL REQUIREMENTS............ 113

THERE IS A CAUSAL AND FACTUAL NEXUS BETWEEN
PLAINTIFFS’ INJURIES AND DEFENDANTS’ BREACH OF ITS
STATE LAW DUTIES, AND IDENTICAL FEDERAL
REQUIREMENTS. ..ottt ns 115

1. Conceptus and Bayer Intentionally Concealed and/or Omitted
Material Health and Safety Information Associated with Essure®........ 115

2. Conceptus and Bayer Fraudulently Concealed and/or Omitted the
Risks of Essure® as Compared to Alternative Methods of Permanent
SEETTHIZALION. 1..veeeeeeeeeeieee ettt e ebe s snaee 118

3. As aDirect, Proximate and Causal Result of Conceptus’ and Bayer’s
Fraudulent Concealments and/or Omissions, Plaintiffs Sustained
Substantial INJULIes.......ccoeeverererieirerieerreeer et 119

FOURTH CAUSE OF ACTION - Negligent Misrepresentation......................oo.oooooooccccei 121

Vi



Case: 7:17-cv-00057-KKC Doc #: 1-1 Filed: 03/23/17 Page: 7 of 199 - Page ID#: 22

’

A. CONCEPTUS AND BAYER HAD AFFIRMATIVE AND
CONTINUING FEDERAL DUTIES TO NOT MAKE
MISREPRESENTATIONS OF MATERIAL FACTS REGARDING
THE BENEFITS AND HARMS OF ESSURES..........ccoovoommvriemrrrcinnrnnne. 121

B. CONCEPTUS AND BAYER HAD STATE DUTIES TO NOT
: MAKE MISREPRESENTATIONS OF MATERIAL FACTS
REGARDING THE BENEFITS AND HARMS OF ESSURE®............. 122

C. CONCEPTUS AND BAYER’S DUTY TO NOT TO MAKE
- NEGLIGENT MISREPRESENTATIONS UNDER KENTUCKY
LAW IS NOT DIFFERENT FROM OR IN ADDITION TO
FEDERAL REQUIREMENTS. ......cccooooiiiieeeeceeevee 123

D. THERE IS A CAUSAL AND FACTUAL NEXUS BETWEEN
PLAINTIFFS’ INJURIES AND DEFENDANTS’ BREACH OF
THEIR STATE LAW DUTIES AND IDENTICAL FEDERAL

"REQUIREMENTS.......ctititiiriteteteniesreseeresit ettt n e ssesae e ee 123
1. Conceptus and Bayer Negligently Misrepresented the Health and
Safety Information Associated with ESSUIe®. ..o 124
2. Conceptus and Bayer Made Neghgent Misrepresentations Regarding-
the Safety and Efficacy of Essure® Through Marketing...............ccoo...... 125

3. Conceptus and Bayer Neghgently Misrepresented the Comparative
Risks and Benefits of Essure® to Alternative Methods of Permanent
LTI IZATION. ©veeeeeeeeeeeeeeeeeeeeeeeee et eeaeeeereeeearemueensassanssnssasesesssssesssesioeseennene 125

4. As a Direct, Proximate and Causal Result of Conceptus’ and
Bayer’s Negligent Mlsrepresentatlons Plamtlffs Sustained

SUbSLANA] TNJUIIES. ...vveviveeeeeieeee oo et eas s s sesenesesesesenesesesenas 125
FIFTH CAUSE OF ACTION - Negligent Training.............ccccceeieirvinenierereenieenreneeeneens 127
SIXTH CAUSE OF ACTION - Sadler Negligent Failure to do Postmarket Testing ....... 130
SEVENTH CAUSE OF ACTION - Breach of Express Warranty ............ et eans 133
EIGHTH CAUSE OF ACTION - Kentucky Products Liability Action ....................... < 135

A.  PLAINTIFFS HAVE A CAUSE OF ACTION UNDER THE
KENTUCKY PRODUCTS LIABILITY STATUTES, KRS

§ 411.300 ET. SEQ. AND RESTAT. 2D OF TORTS, § 402A................. 135
1. Conceptus and Bayer failed to comply with the following federal .
requirements regarding ESSULE™ ..o seseeseseses s ssee s nenens 137

2. Conceptus and Bayer failed to comply with FDA approval of
Essure®, resulting in'a “manufacturing defect” of the device................. 139

B. THERE IS A CAUSAL AND FACTUAL NEXUS BETWEEN
PLAINTIFFS’ INJURIES AND DEFENDANTS’ BREACH OF ITS
STATE LAW DUTIES AND IDENTICAL FEDERAL

"REQUIREMENTS ..ottt seie st senesae s saeas 142
NINTH CAUSE OF ACTION - Violation of Kentucky Consumer Protection Law
KRS §8§ 367.170 €t S€q. ....oevvvieriirieretireeiini sttt 143

Vil



Case: 7:17-cv-00057-KKC Doc #: 1-1 Filed: 03/23/17 Page: 8 of 199 - Page ID#: 23

TENTH CAUSE OF ACTION - Product Liability for Reseller of Medical Products

AGAINSE PIMIC ...ttt ettt sttt sb e s s st e e 145
ELEVENTH CAUSE OF ACTION - Medical Negligence Against PMC.................... e 146
: A. PLAINTIFFS’ CLAIMS FOR MEDICAL NEGLIGENCE.................. 146
XI. PRAYER FOR RELIEF ........ccccoiiiiiiiniiiiennene et er e 148

DEMAND FOR JURY TRIAL ..o ettt ettt et a e s b e et besan et sa e e 148

viii




Case: 7:17-cv-00057-KKC  Doc #: 1-1 Filed: 03/23/17 Page: 9 of 199 - Page ID#: 24

COMPLAINT FOR DAMAGES

COME NOW Plainfiffs, by and fhrough their undersigned counsel, and state as their
Complaint for Damages against BAYER CORPORATION, BAYER HEALTHCARE LLC.,
BAYER ESSURE, INC., (f/k/a CONCEPTUS, INC.), and BAYER HEALTHCARE
PHARMACEUTICALS, INC., (collectively herein referred to as “Bayer” or “Conceptus™ or the
“Bayer Defendants”), and Pikeville Medical Center, Inc. (“PMC”), for'perséﬁal injuries suffered
as a result of being implanted with the defective and ﬁnreasonably dangerous product Essure®:

I INTRODUCTION

1. This is an action for the serious and permanent injuries incurred by the Plaintiffs

resulting from the promotion, sale, and distribution of an unreasonably dangerous and defective

medical device pfoduct known as Essure®.

2. Conceptus Inc. ("Conceptus") came up with the idea for the Essure® device in |
1998.

3. At that time, Conceptus was in hundreds of millions of dollars of debt.

4. The marketplace for permanent‘bi'rth control was and is enormoﬁs. In 2007,

Conceptus estimated that 700,000 American women undergo incisional tubal ligation each year.
The market presented a huge busin,essg opportﬁnity to Conceptus.
5. The Essure® system consists of fwo metal coils that are implanted into a woman's
fallopian tﬁbes that expand and are intended to elicit tissue growth that éauses blockage of the
tubes and thus prevents conception. |
6. The devicé was intended to be promoted as a simple solution to permanent birth

control needs, and as safer than all other permanent birth control options.
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7. By the time the FDA approved Essure® for sale in 2002, it was Conceptus' only
commercial product. |

8. Conceptus relied entirely on the success of Essure® to solye its massive debt
problems and achieve proﬁtability. |

9. Essure® was a unique contraceptive device and the first of its kind on the market.

10.  As such, Conceptus k.new that physicians and patients needed to trust the safety of
the device for it to be accepted in the marketplace and compete with other, more established and
traditional alternative methods of permanent birth control.

11. Cohceptus knew that any apprehensions about the safety of the Essure® device on
the_part of physicians or patiénts could devastate sales and lead to the complete failure of the
company.

12. To promote ‘Lhe perceived safety of the device and gain ﬁmket acceptance,
Conceptus_devised and implemented a écheme to defraud physiciaﬁs and patients, by means of
false and fraudulent pretenses, representations agd concealfnent of material facts.

13.  After Essure® came onto the fnarket, thousands of Essure® paﬁents complained of
adverse events directly to Conceptus.

14.  Conceptus knew that if fchose complaints made it to the FDA and became public
knowledge, it would inévitably result in changes to the Essure® label, its risk/benefit profile,
related physician advice, and patients’ decisions.

15.  In short, Conceptus knew that if the trué safety risks and consequences were
known to the public, sales of the device would plummet.

16. As a result; Concéptus made a decision to hide these ‘safety risks and

consequences from the FDA and the public.
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17.  Conceptus was obligated under federal law to report the patients’ complaints to
the FDA.

- 18.  Conceptus withheld the vast majority of those complaints.

19. At the same time, Conceptus conducted enormous and aggressive marketing
campaigns that disseminated what they knew to be false and misleading statements pertaining to.
the convenience, safety and efficacy of the device.

20. Conceptus.engaged in substantial, widespread and systemic false, misleading and
illegal promotional activities to encourage physicians and patiénts to use the Essure® device.

21.  While Conceptus engaged in substéntial, widespreéd and systemic false,
misleading and illegal promotional activities, it violated its dufy owed to the physicians and
patients, in concealing and failing to warn the physicians and patients of the known serious
increased risks and complications steMg therefrom.

22.  Conceptus kﬁew that the withholding of safety information and adverse events, as
well as the dissemination of false and misleading statements pertainiﬁg to the Essure® device was
illegal.

:23. In fact, the FDA cited Conceptus several times for. withholding safefy
ihformation.

24, Conceptus knew that manipulating the public's knowledge of safety risks
associated with Essure® exposed patients to serious dangers and greatly increased adverse risks.

25.  Despite knowing of these dangers and the illegality of their behavior, Conceptus

continued to carry out its false and unlawful marketing and promotional scheme.
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26. .These illegal efforts proved to be highly effective, leading to hundreds of millions
of dollars in revenue for Conceptus, and an eventual buyout of the company by Bayef for
approximately $1.1 billion in 2013.

27.  Bayer continued illegally h_iding the true safety risks of Essure®.

28.  Those same tactics coﬁld not continue working for Bayer.

29.  In 2013, the FDA began promoting the use of the MedWatcher app, a system that -

~allowed patients with complaints to report their problems directly to the FDA itself, as opposed
to the manufacturer. |

30. By that time, thousands of women adversely affected by the Essure® device Had
formed a support group named "Essure Problems" on Facebook, a digital social network.

31. The group currently consists of over 32,000 members.

32.  Conceptus and Bayer had been able to effectively silence their voices and conceal
their -complaints for years because the companies controlled what informatibn did and did not
make it to the FDA.

33. Howevef, through the use of the MedWatcher app, in the fall of 2013 these
women began to stand up to Bayer and report their' problems directly to the FDA.

34, At that point, Bayer knew Essurc® was wreaking havoc on the lives of fhousands
of women.

35.  Bayer could have chosen to acknowledge the true weight of all of thjs. safety
information and stopped promoting the device.

36.  But with over a billion dollars invested in Essure®, Bayer chose to protect its

investment and continue promoting the false impression that the device was safe.
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37.  Bayer knmew that they could no longer hide complaints made through
MedWatcher, because those reports Were made directly to the FDA.

38.  So Bayer began to employ new tactics to conceal and downplay the true safety
risks of Essure®.

39. | Bayer carefully- manipulated its reports to the FDA and presented .fals_e and
misleading information.

40.  Bayer did this in an effor’_t to maintain the impression that the Essure® device had -
a positive risk/benefit profile and to guard sales.

41.  The women affected by Essure® and the "Essure Problems" group, howéver,

would not let Bayer continue to mislead the FDA and more women.

42.  They demanded that the FDA take meaningful action to investigate and evaluate
the growing scientific knowledge concerning Essure®.

43. At their insistence, in September of 2015 the FDA convened a meeting of the
Obstetrics and Gynecology Devices Panel of the Medical Devices Advisory Committee to hear
concerns from experts and patients, and planh recommendations for the Essure® device.

' ‘44. At the hearing, experts funded by the "Essure Probléms" group testified as to the
many safety problems they had begun to observe with the device.

45.  Shortly after the hearing, researchers from Cornell University published a study in
the British Medical Journal with devastating conclusions about the comparative safety profile of
Essure®.

46; The study compared thousands of women from New York State who had
undergone either a traditional tubal ligation or received the Essure® implant, and concluded that

®

women receiving Essure™ were ten times more likely to require a corrective reoperation.
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47.  Based on the information gathered by the FDA during the advisory process, the
FDA realized that “patients are not reliably receiving and/or understanding appropriate
information about the device and associated risks prior to making a sterilization decision — for

Essure as well as other sterilization methods,”!

and the FDA finally took aggressive action.

‘48. In2016, the FDA réquired a detailed boxed warning for the Essure® device.

49. The FDA reserves boxed warnings, commonly referred to as "black box
warnings," for only the most serious adverse events. - |

50.  Boxed warnings indicate the highest level of risk.

51. The FDA also required that every potential Essure® patient receive and sign a
detailed checklist specifically tailored to the risks aséociated with the device.

52. | The boxed warning and patient decision checklist were approved by the FDA on
November 15, 2016.%

53.  Imits current form, this patient decision checklist requires a patient's initials and
signature six separate times. | |

54.  The checklist speciﬁcally warns of device migfation and perforation of organs,
side effects that Conceptus and Bayer had been cited for hiding from the FDA and the public for
years. |

55.  Finally, women considering the device will have the chancé to be fully informed
of its true risks.

56. | Conceptus and Bayer knowingly and purposefully conceéled these risks for years.

57.  Unfortunately, Plaintiffs hetein were not afforded the knowledge and warnings

that would have informed and protected them.

hitp://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/EssurePermanentBirth
Control/ucm452254.htm
2 http://www.accessdata. fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P0200145046

6
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II. PARTIES

A. PLAINTIFFS.
58.  Plaintiffs reside in Pike County, Kentucky and/or were first injured in Pike

County, Kentucky, after being implanted with the Essure® device.

B. DEFENDANTS.

59. -+ BAYER CORPORATION is a for-profit corporation incorporated in the state of
Indianab with its principal office at 100 Bayer Rd. Building 4,'Pittsburgh,. PA 15205, and is a-
wholly-owned subsidiary of Bayer A.G. Defendant, Bayer Corpofation, is authorized to do
business in the Commonwealth of .Kentucky, and its registered agent for service of process is
Corporation Service Company, 421 West Main Street, Frankfort, KY 40601. Defendant Bayer
Corporation 1s engaged. in the business of researching, developing, designing, licensmg,
manufacturing, distributing, selling, and marketing its products, including the Essure® device.

60. BAYER HEALTHCARE LLC is a for-profit corporation incorporated in the state
of Delaware and is a wholly-owned subsidiary of Bayer A.G. Defendant, Bayer Healthcare.
LLC., has a principal office of 100 Bayer Blvd., Whippany, N.J. 07981. It is authorized to.do
busi_ness in the Commonwealth of Kenfu_cky, and its régistered agent for service of process is
Corporation Service Company, 421 West Main Street, Frankfort, KY 40601. Defendant Bayer
Healthcare LLC is engaged in.the business of researching, developing, designing, licensing,
manufacmring, distributing’, selling, and marketing its products, including the Essure® device.

61. BAYER ESSURE, INC. (f/k/a CONCEPTUS, INC.) is a for-profit corporation
incorporated in the state of Delaware, and is a wholly-owned subsidiary of Bayer A.G. and/or

Bayer HealthCare LLC. On or about April 28, 2013, Conceptus, Inc. entered into an Agreement




Case: 7:17-cv-00057-KKC Doc #: 1-1 Filed: 03/23/17 Page: 16 of 199 - Page ID#: 31

and Plan of Merger (the “Merger Agreement”) with Bayer HealthCare LLC. On or.about June 5,

2013, pursuant to the Merger Agreement,v Conceptus, Inc. became a wholly-owned subsidiary of
Bayer HealthCare LLC and/or Bayer A.G., and thereafter renamed “Bayer Essure Inc.” For

purposes of this Complaint, Conceptus, Inc. and Bayer Essure Inc. are one and the same. Bayer
Essure Inc.’s headquarters are located at 331 East Evelyn Avenue, Méuntain View, California

94041, Service is proper on the Kentucky Secretary of State pursua.nt' to KRS § 454.2'10._
Defendaﬁt, Bayer Essure Inc., is engaged in the business of researching, developing, designing,

licensing, manufacturing, distributing, selling, and marketing its producfs, including the Essure®
device.

62. BAYER HEALTHCARE PHARMACEUTICALS, INC. is a for-profit
corporation incorporated in the state of Delaware and is a wholly owned subsidiary of Bayer
A.G. Defendant Bayer Healthcare Pharmaceuticals,‘lnc.,’ has é principal office of 100 Bayer
Blvd., Whippany, N.J. 07981. Defendant, Bayer Healthcare Pharmaceuticals is authorized to do
business .in the Commonwealth of Kentucky, and has a registered agent for service of process of
Corporation Seryice Company, 421 West Main Street, Ffankfort, KY 40601. Defendant Bayer
Healthcare Pharmaceuticals, Inc., is- engaged in the business of researching, developing,
designing, licensing, manufacturing, distribliting, selling, and marketing its products, including
the Essuré® device.

63. BAYER A.G. is a German for-profit corporation. Bayer A.G. is authorized to and
does business in the Commonwealth of Kentucky fhrough itsA wholly owned subsidiaries. At all

relevant times, Bayer AG and one or more of its groups or divisions has been engaged in the

business of researching, developing, designing, licensing, manufaéturing, distributing, supplying,
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selling, marketing; é.nd/or introducing into interstate commercé, either directly or 'indirec,tl.y
through third parties or related entities, its products, including the Essure® device.

64.  Defendants Bayer Corp., Bayer Healthcare LLC, Bayer Essure®, Inc. .(f/k/a .
Concebtus), and Bayer Healthcare Pharrﬁaceuticals, Inc., are hereafter collectively referred to as
“Bayer” or the “Bayer Défendants.”

65. PIKEVILLE MEDICAL CENTER, INC. (hereinafter “PMC”), | is a Kentucky
corporation whose principal.ofﬁce is located at 911 Bypass Road, Pikeville, Kentucky 41501.
| The registered agent for service of process is Pamela Todd May, 127 Park Street, Pikeville, KY |
41501, |

66. At all times relevant hereto, PMC held itself out to the public as providing
medical professional services, particularly in the area of obstetrics4and gynecological medicine,
and hospital care related to such services.

67. PMC (through its subsidiary and/or afﬁliaféd corporations) at all times relevant
herein, employed doctors to provide general medical and surgical treatment to Plaintiffs.

68. . At all relevant times herein, PMC provided hospital treatrﬁent relate.d to the
general medical and surgical treatment‘p‘rovided by PMC to Plain_tiffs.

69. In p_roviding such medical and surgical treatment to Plaintiffs, these Doctors were
the actual and/or ostensible agents, servants and/or employees of PMC.

70. E There exists, and at all times herein mentioned, there existed, a unity of interest in
anership between the certain Defendants and other Defendants such that any individuality and
'separateness betWeen them has ceased and these Defendants are the alter ego of the other certain
Defendants and exerted control over those Defendants. Adherence to the fiction of thé separate

existence of these certain Defendants as any entity distinct from other certain Defendants will
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permit an abuse of the corporate privilege and would sanction fraud and/or would promote
injustice.

71.  Atall times herein mentioned, the Bayer Defendants were.engaged in the bﬁsiness

-of, or were successors in interest to, entities engaged in the business of regearching, designing,
formulating, compounding, testing, manufacturing, producing, assembling, inspecting,
distributing, marketing, labeling, promoting, packaging, prescribing and/or advertising for sale,
and selling the Essure® device. These products were for use by the Plaintiffs and Plaintiffs’
physicians. As such, each of thé Bayer Defendants are each individually, as well as jointly and
severally, liable to the Plaintiffs for their damages.

72.  The harm caused to Plaintiffs resulted from the condﬁct of one or various
combinations of the Defendants, and through no fault of Plaintiff. There may be uncertainty as
to which one or which combination ofA Defendants caused the harm. Défenciants have superior
knowledge and information on the subject of which one or which combination of the Defendants
caused Plaintiffs’ injuries.

73. | Thus, the burden of proof should Be upon each Defendant to prove that the
Defendant has not caused the harms suffered b‘y the Plaintiffs.

III. . JURISDICTION AND VENUE

74.  This Court has both general and specific personal jurisdiction over Defendants.
The Court has personal jurisdiction pursuant to KRS § 454.210 over the Defendants becausé, at
all relevant times, they have engaged in sub_sténtial businéés activities in the Commonwealth: of
Kentucky. At all relevant times, the Bayer 'Defendants transacted, solicited, and conducted
business in Kentucky through their employees, agents, and/or sales representatives, and derived

substantial revenue from such business in Kentucky by marketing the Essure® device to the

10
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women of the state. At all relevant times, Defendant PMC is and was a Kentucky Corporation
providing medical services in';che Commonwealth of Kentucky. The contacts of the Bayer
Defendants and Defendant PMC were and are systematic, continuous and substantial. The Court
also has personal jurisdiction over the Bayer Defendants, and Defendant PMC because, at all
relevant times, Defendants were either present or domiciled in the state .andfor consented to
jurisdiction in the state by way of registering to do business herein. Jurisdiction in this court is
also proper becaus¢ the Defendants committed torts in whole or in part against the Plaintiffs in
the Commonwealth of Kentucky, and contracted to supply goods in Kentucky. Further, there fs
no federal subject matter jurisdiction, because no féderal qﬁestiqn is raised, and there is no
diversity jurisdiction.

75.  There is no federal diversity jurisdiction, because Plaintiffs Newsome, Howell
and Varney and Dgfendant PMC are Kentucky residents.

76.  Venue is proper in this Cou'rt,A pursuant to KRS § 452.450, as the conduct which
gave rise to Plaintiffs’ actions occurred in the Pike Céunty', Kentucky and they were first injured

by the wrongful acts and negligent conduct of Defendants.

77.  The Defvendantsbherein are all properly joined in this action pursuant to Ky. CR
20.01 as the Plaintiffs assert jointly, severally, or in the alternative, a right to relief in respect of
or arising out of the same transaction, occurrence, or series of transactions or occurrences, and a
question of law or fact is common to all Defendants in the action. |
IV. FACTS

A. DESCRIPTION OF ESSURE® AND HOW IT WORKS.

78. Essure® is a Class III medical device manufactured, designed, formulated, tested,

packaged, labeled, produced, constructed, assembled, marketed, advertised, promoted,

11
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distributed, and sold by Bayer.

79. In April. 2002, Conceptus, the original manufacturer of Essure®, submitted its
Premarket Approval Application to the Unitéd States Food and Drug Administration (“FDA”)
for the Es_sure® system. The Essure® system was approved by the FDA on November 4, 2002.
At the time of approval, Essure® was manufactured and marketed by Conéeptus, Inc. (Bayer
acquired Conceptus on June 5, 2013).*

80.  Essure® is considered a permanent form of female birth control and therefore is
not intended to be removed.’

81.  The Essure® system _(_:onsisfs of three components:v (1) two micro-inserts (coils),
(2) a disposable delivéry system, and (3) a disposable split introducer. All components are
intended for single use. |

82. | The Essure® micro-inserts are constructed of a stainless steel' inner coil, a
dynamic outer coil nﬁade from a nickel and titanium alloy, called Nitinol, and a layer of

polyethylene terephthalate, or polyester fibers, wound between the inner and outer coils.®

83.  Essure®s d_isposable delivery system consists of a single handle containing 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 pfocess through the hysteroscopic (camera) equipment

3 See “Essure® Permanent Birth Control: Regulatory History,” available online at:
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/EssurePermanentBirth
Control/ucm452270.htm :
“1d

5 See “Essure® Permanent Birth Control,” available online at:
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/EssurePermanentBirth
Control/default.htm

¢ Essure® Micro-Insert shown below in its “Wound-Down Configuration”, attached to release catheter.

12
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provided by Bayer.’

Delivery Catheter ~

e

Distal Micro
Insert Tip

Thumbwheel

Release

Handvle

84. During the Essure® system implantation procedure, a physician inserts the

Essure®

micro-inserts through the vagina and cervix and into the fallopian tubes via Defendants’
disposable delivery system using a hysteroscope for guidance.
85.  Once the physician has properly positioned the delivery system in the fallopian

tube, the physician releases the micro-insert. When released, the micro-insert automatically

expands to the contours of the fallopian tube to anchor into the fallopian tube permanently.®

86.  After implantation and over a 3-month period, the polyethylene terephthalate

(PET) fibers on the micro-inserts are supposed to elicit tissue grthh around the coils, which
causes bilateral occlusion (blockage) of the fallopian tubes. The bui'ld-up of tissue creates a

barrier that keeps sperbm‘ from réaching the eggs, thus preventing conception.9 During the 3-

7 Essure® Delivery System is pictured below.

® Essure® Micro-insert shown below in its “Expanded Configuration.” '

¥ See “Essure Permanent Birth Control,” available online at:
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/EssurePermanentBirth
Control/default. htm ' :

13
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month time period, the woman must use another form of birth control while tissue in-growth
OCCurs.

87. | At 3-months following the procedure, the patient is to receive a “Confirmation
Test” to détermine whether the Essure® micro-inserts have created a complete occlusion in each
fallopian fube. The Confirmation Test used is va hysterosalpingog;am (“HSG Test”), which is
performed by slowly adding contrast dye into the uterus until the uterine cornua are distended.
Bayer has admiﬁed that the HSG test is “often painful” and “is also known to be highly -
inaccurate,. with false-positive results in as many as 40% of HSG—.diagn'osed cases of proximal
tubal occlusion (“PTO”). Various factors are believed to be responsible for these false
indications of tubal occlusion, including tubal spasm (a natural function of the tubes) and a build-
up in the tube of natural cellular debris and mucous.”

. B. MEDICAL DEVICE REGULATORY FRAMEWORK.

88.  To understand the full scope of the allegations contained in this Complaint, a brief -

general background regarding the applicable FDCA provisions is warranted, as well as an

application of those laws to the present case.!?

89.  The United States Food and Drug Administration (“FDA”) is the federal agency
of the United States of America that is charged wifh safeguarding the health and safety of the
public by enforcing the Federal Food, Drug and Cosmetic Act, 21_ U.S.C. § 301, et seq. (2012)
(the “FDCA™).M

90.  In 1976, Congress enactéd the Medical Device Amendments of 1976 (“MDA”) to

extend the coverage of the FDCA to medical devices. The MDA was passed to protect patients

1 Plaintiffs are not seeking to enforce these provisions in this action. Likewise, Plaintiffs are not suing merely
because the Bayer Defendants’ conduct violates these provisions. Rather Plaintiffs are alleging that the Bayer
Defendants’ conduct that violates these federal regulations, as well as the PMA obtained for Essure® also violates
parallel state laws. :

" The ultimate responsibility for the safety of a medical device rests with the manufacturer.

14
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with the idea that medical devices should be subjected to a rigorous approval process for specific -
iﬁdicatiqns before medical device manufactu:lrers are allowed to market them. Therefore, the
FDA has authority over drugs and medical devices under the FDCA and the MDA.

91. The MDA established three regulatory classes for medical deﬁfices. The three
classes are based on the degree of control necessary to assure that the various types of devices
are safe and effective according to user risk. Class I Medical Devices pose the least risk,
whereas Class 111 Medicél Devices poée the greatest risk to theA users. "2

- 92. Class I Medical Devices are subject to “general controls” such as labeling
requirements. > Class II Medical Devices are subject not only to “general controls,” but also to
“special controls” such as “performance standards, post market surveillance, anci patient
registrics.”.14 If a device cannot be determined to provide a reasonable assurance of safety and
effectiveness under Class I or II controls and is either marketed as a life supporting device or
may cause an unreasonable risk of illness or injury, then it rises to the level of a Class III
Medical Device."

93.  Class IIl Medical Devices are the most regulated. The MDA defines a Class III
Medical Device as one that supports or sustains human life or is of substantial importance in
preventing impairment of human health or presents a potential, unreasonable risk of illness of
injury.’® Class III Medical Devices pose the greatest risk of death or complications and include

" most implantable surgical devices.

. 221 U.S.C. § 360c(a)(1) (2012).
B21US.C. § 360c(a)(1)(A) (2012).
121 US.C. § 360c(a)(1)(B) (2012).
321 U.S.C. § 360c(a)(1)(C) (2012).
'8 Jd Bayer’s Essure® is a Class IIf Medical Device.

15
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94.  Essure® is a Class III device and received FDA’s most stringent review prior to

marketing, using the Premarket Approval (PMA) process.!’

1. Class IIT Medical Device Pre-Market Approval Requirements.

95.  Before a company can market a Class III Medical Device, the company is
fequired to submit a premarket application to the FDA supported by data that provides the FDA
with a reasonable assurance that the medical device is safe and effective for its intended use.’® In
order to show safety and effectiveness, the applicant is required to submit evidence to the FDA,

- typically in the form of clinical trial results.

96. A PMA application .must contain certain information, which is critical to the
FDA’s evaluation of the safety and efficacy of the medical device at issue.

97.  Once the FDA has approved a medical device through the PMA application
process (such as Essure®) the manufacturer/applicant is required to comply with the standards
and conditions set forth in the PMA approval letter.'’ |

98. A Class III device that fails to meet the PMA requirements after marketing is
‘considered to bé adulterated under § 501(f) of the Federal Food, Drug énd Cosmetic Act
(“FDCA”) and cannot continue to be marketed.

99.  Essure®s PMA was accompanied by an attachment setting forth the general
“Conditioﬁs of Approval.” Some of the notable conditions made available to the public via the
FDA'’s website required Defendant fo: |

A) Conduct two Post-Approval Studies to: (1) gather five-year follow up
information on the participants in the two premarket clinical trial patient

17 See “Essure Permanent Birth Control: Regulatory History,” available online at:

http://www.fda. gov/MedlcalDev1ces/Pr0ductsandMed1calProcedures/ImplantsandProsthetlcs/EssurePermanentB1rthC
ontrol/ucm452270.htm

21 U.S.C. § 360e(a)(2), § 360e(d)(1)(B)(iii), §360e(d)(2)(A) (2012).

21 CFR. § 814.80 (2012).

16
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B)

9

: .

E)

F)

cohorts (Phase 2 trial and Pivotal Tr1a12 and (2) evaluate bilateral
placement rate for newly trained physicians.

Warranty statements must be truthful, accurate, and not m1slead1ng, and
must be consistent W1th applicable Federal and State laws 2

Submit a PMA supplement when unanticipated adverse effects, increases
in the incidence of anticipated adverse effects, or dev1ce fallures
necessitate a labeling, manufacturing, or device modification.”

Submit post-approval reports required under 21 CF.R. § 814.84 at
intervals of 1 year from the date of approval of the original PMA, which
shall include: (1) a bibliography and summary of the following

‘information not previously submitted as part of the PMA and that is

known to or reasonably should be known to the applicant: (1) unpublished
reports of data from any clinical investigations or nonclinical laboratory
studies involving the device or related devices ("related" devices include
devices which are the same or substantially similar to the applicant's
device); and (ii) reports in the scientific literature concerning the device.”

Submit 3 copies of a written report identified, as applicable, as an
"Adverse Reaction Report" or "Device Defect Report" within 10 days
after the applicant receives or has knowledge of information concerning,
in part: (1) any adverse reaction side effect, injury, toxicity, or sensitivity
reaction that is attributable to thé device and: (i) has not been addressed by
the device's labeling; or (ii) has been addressed by the device's labeling
but is occurring with unexpected severity or frequency; (2) any significant
chemical, physical or other change or deterioration in the device, or any
failure of the device to meet the specifications established in the approved
PMA that could not cause or contribute to death or serious injury but are
not correctable by adJustments or other maintenance procedures descrlbed
in the approved labeling.**

Report to the FDA whenever they receive or otherwise become aware of
information, from any source, that reasonably suggests that a device
marketed by the manufacturer or importer: (1) may have caused or
contributed to a death or serious injury; or (2) has malfunctioned and such
device or similar device marketed by the manufacturer or importer would

2 See “Essure Permanent Birth Control: Regulatory History,” available online at:
http://www.fda.ecov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/EssurePermanentBirthC

ontrol/ucm452270.htm

21 See http://www.accessdata.fda.gov/cdrh_docs/pdf2/P020014a.pdf (The FDA specifically states that it does not

evaluate information related to contract liability warranties).
22 See http://www. accessdata fda.gov/cdrh_docs/pdf2/P020014a.pdf

23Id
24Id.
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be likely to cause or contribute to a death or serious injury if the
malfunction were to recur.?

100. The FDA made clear in the PMA order that “[flailure to comply with the
conditions of approval invalidated this approval order and commercial distribution of a device

that is not in compliance with these conditions is a violation of the act.”*¢

2. General Reporting Duties to the FDA are Required After the PMA
Process. '

101. A medical device manufacturer's obligations do not end with the FDA's Premarket

Approval ("PMA") process.

102. . Under federal law a medical device manufacturer has a continuiﬁg duty to
monitor its product after premarket .approval and to discover and report to the FDA any
complaints about the product;s performance and any adverse health consequences of which it
becamé aware and that are or may be attributable to the product.”’ |

103.  Accurate reporting of adverse events is essential, as it serves to-notify the publié
that a potential problem with the device exists, and can prompt an informed person or
organization to develop a solutior;. The FDA and others, including the public, rely upon accurate
and timely reporting of adverse events. Post-market surveillance by the FDA is hampereci when
mandatory reporting terminology is not clear; éccurate, and consistent.

104. Manufacturers are required to repért to the FDA “no later than 30 calendar days
after the day: the manufacturer receives or otherwise; becomes aware of information, from any
source, that reasonably suggests that a device” marketed by the manufacturer:

A) may have caused or contributed to death or serious injury; or

25 Id
26 Id . .
2791 C.F.R. § 803.50(a) (2012); 21 U.S.C. § 360i(a) (2012).
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B) has malfunctioned in a manner that would likely “cause or contribute to a
death or serious injury” if it recurred.”®

105. “Becomes aware” means that an employee of the entity retiuired to report has
acquired information that reasonably suggests a reportable adverse event has oceurred.-29 A
manufacturer is considered to have become aware of an event when any of its employees
* becomes aware of a reportable event that is required to be reported within 30 calendar days.’® A
manufacturer is also considered to have become aware of an event when any of its employees
with management or supervisory responsibilities over persoﬁs with reguiatory, scientific, or
technical responsibilities, or whose duties 'r_elate to the collection and reporting of adverse events,
beco;ﬁes aware, from any information, inchiding any trend analysis, that a reportable Medical
Device Report t“MDR”) event or events necessitates remedial action to prevent an unreasonable
risk of substantial harm to the public health.*!

106.  “Serious injury” is defined as an injury or illness that: (1) is life-threafening, 2)
results in permanent .impairment of a body function or permanent damage to a body structure, or
?3) necessitates medical or surgical intervention to preclude permanent impairment of a body
function or permaneﬁt damage to a body structure. Permanent means irreversible impairment or
32

damage to a b'ody structure or function, exbluding trivial impairment or damage.

107. “Malfunction” is defined as a failure of a device to meet its performance-

specifications or otherwise to perform as intended.®  Performance speciﬁcations include all

221 CFR. § 803.50(a); see also 21 U.S.C. § 360i(a) (further detailing the post approval reporting requ1rements
applicable to device manufacturers).

» See 21 C.F.R. § 803.3(b) (2012).

30 Id

31 See 21 C.F.R. § 803.3(b)(2) (2012).

221 CF.R. § 803.3 (2012).

B Id.
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claims made in the labeling for the device.>* The intended performance of a device refers to the

intended use for which the device is labeled or marketed.>

108. A malfunction should be considered reportable if any one of the following is true:

A) the chance of a death or serious injury resulting from a recurrence of the
malﬁmctior; is not remote;

B)  the consequences of the malfunction affect the device in a catastrophic
manner that may lead to a death or serious injury;

) the malfunction causes the device to fail to perform its essential function
and compromises the device's therapeutic, monitoring or diagnostic
effectiveness. which could cause or contribute to a death or serious injury,
or other significant adverse device experiences. The essential function of
a device refers not only to the device's labeled use, but for any use widely
prescribed within the practice of medicine; or,

D) the malfunction involves a long-term device implant that would

prevent the implant from performing its function.*®

109. Reporters do not need to assess the likelihood that a malfunction will recur. The
regulation assumes that if a malfunction has occurred once, the malfunction will recur.*’

110.  “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 alread.y been performed for a simiiar complaint and anothér investigation is not-
n'ecessa.ry.”3 8

111. . “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.”39

34 I d

35 I d

36 See “Medical Device Reporting For Manufacturers,” available online at:
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm094529.htm#al -
37 I d - .

21 C.F.R. § 820.198(c) (2012) (Emphasis added).

%21 CF.R § 820.198(b) (2012).

20
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112.  “Any complaint that represents an event which must be reported to FDA under
part 803 of the Medical Device Reporting regulations shall be promptly revigwed, evaluated, and
.investigéted by a designated individual(s) and shall be maintained in a separate portion of the
complaint files or otherwise cleaﬂy identified. In addition to the information required by
820.198(e), records of investigation under this paragraph shall include a determination of: (1)
[w]hether the device failed to meet specifications; (2) [w]hether the device was being used for
treatment or diagnosis; and (3) [tThe relationship, if any, of the device to the reported incident or
adverse event.”*

-113.  Manufacturers, such as Defendants, may receive device-related complaints from
information from many different source's, including telephone calls or other verbal
communication, FAX transmissions, written correspondence, sales répresentative reports, service
representative reports, scientific articles (literature), internal analyses, and legal documents.*!

114. Additionally, manufacturers of Class III Medical Devices are required to make
periodic reports to the FDA regarding approved devices, which must include summaries of:

A) unpublished reports of data from any clinical investigations or noncliniéal |

laboratory studies involving the device or related devices and known to or

that reasonably should be known to the applicant; and

B) reports in the scientific literature concerning the dev1ce and known to or
that reasonably should be known to the apphca.nt

115. As presented below,v Defendants failed to comply with several of the
aforementioned conditions of their PMA Order and federal regulations governing medical device

manufacturer reporting requirements.

91 CFR. § 820.198(d) (2012).

*! See “Draft Guidance for Industry and Food and Drug Admmlstratlon Staff: Medical Device Reporting for
Manufacturers” available onling at:

Hittp://www.fda. gov/downloads/Medlca]Dev1ces/Dev1ceRegu1at1onandGuldance/GmdanceDocuments/ucm359566 D
df

271 CFR. § 814.84(b)(2) (2012).

21



Case: 7:17-cv-00057-KKC Doc #: 1-1 Filed: 03/23/17 Page: 30 of 199 - Page ID#: 45

3. A Manufacturer Must Follbw Current Good Manufacturing Practices.

116. Under 21 C.F.R. § 820.1(a) of the Quality System (QS) Regulation for Medical
Devices, current good manufacturing practice (CGMP) requirements are set forth in this quali£y
system regulation. The requirements govern the methéds used in, and the facilities and controls
used for, the design, manufaéture, packaging, labeling, storage, installation,.and servicing of all
finished devices intended for human use. The requiremen;cs are intended to ensure that finished
devices will be safe and effective and otherwise in compﬁance with the FDCA.*® This part
establishes basic requirements applicable to manufacturers of finished medical devices.r

117. 21 C.F.R. § 820.5 (2012) “Quality Systems”, of the FDA regulationé states: “Each
manufacturer shall establish and maintain a quality system that is approbriate for the specific
medical device(s) designed or manufactured, and that meets the requirements of this part.”

118. 21 CEFR.§ 820.30(1) (2012): “Design controls” states: “(i) Design changes. Each
manufacturer shall establish and maintain procedures for thé identification, documéntation,
validation or where appropriate verification, review, and approval of design changes Béfofe their
implementation.” |

119. 21 C.F.R. § 820.30(g) (2012): Design validation means establishing by objective
evidence that device speciﬁcatiéns conform with user needs and intended use(s) and “shall
include testing of prdduction units under actual or simulated use conditions.”

120. 21 C.F.R. § 820.22 (2012): “Quality Audit” states, in part: “Bach maﬁufacturef
shall establish procedures for quality audits and conduct such audits to assure that the quality
system is in compliance with the established quality system fequirements and to determine the

effectiveness of the quality system.”

3 Spe 21 CFR. § 820.1(a)(2012).
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121. 21 C.F.R. § 820.160(a) (2012): “Distribution” states, in part: “Each manufacturer
shall establish and maintain procedures for control and distribution of finished devices to ensure
that only those devices approved for release are distributed...” In other words, a manufacturer is

only permitted to distribute a medical device that is approved.

122. 21 C.F.R. § 820.170(a) (2012): “Installétion” states: “Each manufacturer of a
device requiring installation shall establish and maintain adequate installation and inspection
instructions, and where appropriate test procedures. Instructions and proéedﬁres shall include
directions for ensuring proper installation so that the device will perform as infendegl after
installatibn. The maﬁufacturer shall distribute the instructions and pfocedures with the device or
dtherwise make .them available to the person(s) installing the device.”

123. 21 C.F.R. § 803 (2012), requires that manufacturers must include information that
is reasonably known to the manufacturer, timely make Medical Device Reporting (“MDR”)
submissions, define the procedures for implementing corrective and preventative actions, and
review sampling methods for adequacy of their intended use.

124. 21 C.F.R. § 820.100 @012) “Corrective and Preventive Action” states, in part,
that Manufacturers shall: “establish and maintain procedures for implementing corrective and
preventive action. The procedures shall include requirements for:

A) 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;

B) investigating the cause of nonconformities relating to product, processes,
and the quality system; ' :

O identifying the action(s) needed to correct and prevent recurrence of

nonconforming product and other quality problems;
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D) verifying or validating the corrective and preventive action to ensure that

such action is effective and does not adversely affect the finished device;
[and] '

E) implémenting and recording changes in methods and procedures needed to
correct and prevent identified quality problems.”**

125.  -“The purpose of the corrective and preventive action subsystem is to collect
information, analyze information, identify and investigate product and quality problems, and take
appropriate and effective corrective and/or preventive action to prevent their recurrence.”’
Implementing corrective and preventive actions “are essential in dgaling effectively with product
and quality problems, preventing their recurrence, and preventing or minimizing device
| failures.”*

126. As presented below, Defendants failed to comply with. several of the
aforementioned conditions of their PMA Order'and federal regulations governing medical device

manufacturing processes.

4. PMA Supplements For Labeling Changes.

127. Any changes the manufacturer believes could affect the safety and effectiveness
of the device must be submitted via a “PMA Supplement,” to the FDA for approval.*’

128. While the burden for determining whether a supplement is required is primarily
on the PMA holder, changés for which an applicant shall submit a PMA supplement include
8

labeling changes if they affect the safety or effectiveness of the device.*

129. Most changes to the labeling of a device after premarket. approval require prior

- FDA approval, but a manufacturer may place into effect:

#21 C.FR. § 820.100 (2012).
5 See http://www.fda.gov/ICECY/Inspections/InspectionGuides/ucm170612.htm
46 .
Id
4721 C.FR. § 814.39(a) (2012).
48 Id. : !
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A) “[1]abeling changes that add or strengthen a contraindication, warning,
precaution, or information about an adverse reaction for which there is
reasonable evidence of a causal association;

B) “[1]abeling changes that add or strengthen an instruction that is intended td
enhance the safe use of the device, and;

O “[l]abeling changes that delete misleading, false, or unsupported
-~ indications.”®

130. Under those regulations, the manufacturer is required to notify the FDA of
“Changes Being Effected” (CBE) to a device’s labeling.

AS. The FDA Prohibits Misleading Or False Promotion And Marketing.

131.  Under the FDCA and FDA’s implementing regulations, labeling, promoﬁonal
advertisements, and making claims about medicai devices are deemed misleading if they fail to |
disclose certain information about the product’é risks.

132, Generally, to comply with the FDCA and FDA’s implementing regulations, and
therefore the PMA, such. promotional pieceé: (a) Cannot be false or misleading in any
particular;’ % (b) Must reveal material facts about the product béing promoted, including facts
about the consequences that can result from use of the product as suggested in the promotional
piece.5 ! |

133. The FDA regulates the manufacture, sale, and distribution of medical devices in
the United States under the éuthority of the FDCA. This authority includes oversight of labeling
and advertising for all medical devices.

134. " A medical device shall be deemed to be misbranded if its labeling is false or

misleading in any particular.’ ? Labeling or advertising may be considered mi_sleading if it fails to

49 Id

021 U.S.C. §352(a) (2012).

121 US.C. § 321(n) (2012); 21 C.FR. § 1.21(2012).
3221 US.C. § 352(a) (2012).
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reveal material facts about the product being promoted, including facts about the consequences

that can result from use of the product as suggested in a promotional piece.>

135. Defendant’s PMA approval letter for Essure® specifically states that the FDA
“[d]oes not evaluate information related to contract liability warranties, however [Defendant]
should be aware that any such warranty statements must be truthful, accurate, and not
254

misleading, and must be consistent with applicable Federal and State laws.

6. Violations of Federal Statutes or FDA Regulations Void the Federal
Preemption Defense.

136. There is a presumption against federal preemption of state laws that operate in

> “Throughout our history the several States have exercised their

traditional state domains.
police powers to protect the health and safety of their citizens. States traditionally have had great
latitude under their police powers to legislate as to the protection of the lives, limbs, health,
comfort, and quiet of all persons.”®

137. “Nothing in § 360k denies [the states] the right to provide a traditional damages
remedy for violations of common-law duties when those duties parallel federal requirements.”’

138.  As the Supreme Court held in Riegel v. Medtronic, Inc., “State requirements are
preempted under the MDA only to the extent that they are “different from, or in addition fo” the
requirements imposed by federal law. Thus, § 360k does not prevent a State from providing a
damages remedy for claims premised on a violation of FDA regulations; the state duties in such a
»58

case “parallel,” rather than add to, federal requirements.

| 139. “The idea that Congress would have granted civil immimityvto medical device

33 See 21 U.S.C. § 321(n) (2012).

54 See hitp://www.accessdata.fda.gov/cdrh docs/pdf2/P020014a.pdf

35 Medronic, Inc. v. Lohr, 518 U.S. 470, 485 (1996).

8 Id. at 475.

7 Id. at 495.

38 Riegel v. Medtronic, 552 U.S. 312, 330 (2008) (internal citations omitted).
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mamlfacturers for their violations of federal law that hurt patients is, to say the least,
counterintuitive.”*

140. “Medical device manufacturers who subject their Class III devices to the rigorous
premarket approval process >are protected by federal law from civil liability so long as tiley'
comply with federal law. That protection does not apply where the patient can prove that she

~was hurt by the manufécturer’s' violation of federal law.”®

141.  Claims for failure to warn are not preempted. “Failure to warn claims are neither
expressly nor impliedly preempted by the MDA to the extent that this claim is premised on [the
defendant manufacturer]’s violation of FDA regulations with respect to feporting [adverse
outcomes] caused by thé device.”®!

142. In Stengel v. Medtronic, Inc., the Supreme Courf issuéd an Order ihv'iting the
Solicitor General to submit an Amicus Brief | expressing the views of the United States.
According to the Solicitor General, only device-specific federal requirements have preemptive
force while “by contrast FDA’s general manufacturing and labeling regulations do not have

preemptive force.”®

143. The Solicitor General stated that “federal requirement[s] are applicable to the
device within the meaning of Section 360k(a)(1) only when they are applicable to the device in
question and, in accordance with FDA regulations, only when they are specific counterpart
regulations or specific to a particular device.”®

144. This reasoning léd the Solicitor General to the conclusion that “[i]f a state

requirement were preempted absent a specific federal requirement that reflects FDA’s weighing

% Bausch v. Stryker Corp., 630 F.3d 546, 549-550 (7th Cir. 2010). See also, Bausch quoted with approval by the 9th
Circuit in Stengel v. Medtronic, Inc., 704 F.3d 1224, 1232 (9th Cir. 2013) (en banc).

¢ 1d. at 550 (italicized emphasis original).

¢! Hughes v. Boston Scientific Corp., 631 F.3d 762, 776 (5th Cir. 2011).

2 U.S. Amicus Br. at 9, Stengel v. Medtronic, Inc., 704 F.3d 1224, 1226 (9th Cir. 2013).

83 Id. at 8-9 (internal citations omitted).
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of compéting considerations on the same subject .and specific to the deviée, the MDA Would
have the ironic effect of providing less public protection from unsafe and ineffective medical
devices than pre-MDA law.%*

145. In Stengel, and similarly in this Complaint, the alleged coﬁduct of the petitioner
was governed by general manufacturing and labeling regulations applicable to all medical
devices and not the device’s pre-market approval. |

146. Itis the‘opinion of the Solicitor General that respondents’ failure to warn claims
escéped express preemption becéuse “such a claim implicates no preemptive device-specific
federal requirement.”®® |

147. In summary, while manufacturers who comply with federal law may Be entitled to
certain protections, those who violate federal léw are ﬁot entitled to. preemption of state
laws/immunity for their tortious conduct and in fact are liable for their conduct that violates
federal law.

C. CONCEPTUS DEPENDED SOLELY ON ESSURE® SALES TO FIX

- THEIR" PROBLEMS WITH MASSIVE DEBT AND ACHIEVE
PROFITABILITY.
148. Conceptus accumulated hundreds of millions of dollars in debt throughout its

existence, never achieved profitability, and looked to sales of the Essure® product as the sole

solution.

149. By the end of 2007, Conceptus had an accumulated deficit of $235.2 million.

150. By the end of 2012, after all of its concerted sales efforts,' Conceptus still had an

accumulated deficit of $154.9 million.

% Id at 11 (internal citations omitted).
% Jd at 7 (internal citations omitted). ' v
5 See http://www.sec.gov/Archives/edgar/data/896778/000119312513098624/d444338d10k htm#toc
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151. By that time, Conceptus had been in a cumulative net loss position for twenty

years, since its inception.®’

152. Conceptus stated that it would remain in an accumulated deficit position unless

Essure® sales grew large enough to offset its expenses.68

153. Beginning in 1998, Conceptus focused solely on the design, ‘development, and
clinical testing of Essure®.

154. By 2002, Conceptus' revenue was derived almost entirely from the sale of Essure®
to physicians.

155. By 2007, Essure;® was Conceptus' only commercial product. Conceptus was
entirely dependent on sales of the Essure® deviée to survive, as th¢se sales accounted for all of
the company's revenues.*®
156 - That year, Concéptus stated that if the Essure® device did not achieve acceptance

among physicians and patients, the company would fail to sustain proﬁtability.70

D. MANIPULATING SAFETY INFORMATION ALLOWED CONCEPTUS
TO BECOME A VIABLE COMPANY.

157.  In order to profit from Essure® and survive, Conceptus needed to convince
physicians and women that the device was safe.
158. Because Essure® was a wholly unique and ﬂew form of birth control, Conceptus
did not compete with o{:her similar products for share of an éxisting market. |
| 159. Instead, Conceptus needed to create a new market for its product.
160. Physicians and women needed to a;:cept the safety of Essure® before there could

be a demand for it.

67 See http://www.sec. gov/Archlves/edgar/data/S96778/0001 19312513098624/d444338d10k htm#ttoc
68

d
8 See http://www.sec. gov/Arch1ves/edgar/data/8967 78/0001 10465907007326/a07 3143 18k.htm

0 See http://www.wikinvest.com/stock/Conceptus_(CPTS)/Filing/10-K/2008/F2331313
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161. Therefore, apprehensions about the device's safety have always been the biggest
barrier to its suécess.

162. In 2007, Conceptus stated that if the Essure® system did not achieve acceptance
among physicians and patients, the company would fail to sustain proﬁtabili‘cy.71

163. Conceptus committed vall of its resources to persuading physicians and patients to
accept the Essure® device as a safe method of birth'c.ontrol.

164. Throughout its entire history, Conceptus marketed Essure® aggressively through
the use of public relations and targeted adverﬁsing in order to create acceptance of the device

| among gene;al practitioners, women and the broader medical community.”

165. In April of 2003, Conceptqs introduced Essure® at the annual conference of the
American College of Obstetricians and Gynecologist;s and offered two presentations as well as a
Continuing Medical Education accredited symposium with Essure® as thé main topic.73

166. In June of 2003, Conceptus sent difect mail to 500,000 Women, not physicians, in

the Atlanta and Chicago areas.

167. The direct mail campaign encouraged those women to contact Conceptus’ call

centers, who then referred the women to a physician offering Essure® in her area.”

168. Conceptus also ran numerous regional advertisements in a variety of magazines,

such as Parents and Self.”

169. Conceptus continuously fought to achieve market acceptance for Essure®.

7! See hitp://www.wikinvest.com/stock/Conceptus (CPTS)/Filing/10-K/2008/F2331313

"2 See hitp://www.sec.gov/Archives/edgar/data/896778/000089161804000719/f96941e10vk.htm
73 d , ]

74 ﬁd

14
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170. In 2008, Conceptus targeted women directly again in a marketing campaign that
incorporated print media, radio and television advertising. The company claimed that the
campaign was meant to drive patient awareness and increase physician office utilization.”®

171. Conceptus also employed a robust sales force whose primary goals were to

persuade a growing base of physicians to offer the device.”’

172.  Conceptus repeatedly treated its warning label as a tool to promote market
acceptance and manipulated it to achieve those goals.

173. In 2008, Conceptus stated that it intended to make labeling irhprovements to

®

Essure” in order to increase the adoption of the Essure® procedure. ’®

174. At one point, Conceﬁtus’ CEO described certain adequate warning information as
merely a barrier to more success in sales. |

175. Despite mounting complaints of allergic reactions to Essure®, in 2011, Conceptus
drastically altered the warning label and removed sections that encouraged women to confirm
their tolerance to nickel by use of a skin test.

176. Conceptus did not change anything about the device itself or its nickel confents.

177.  Afterward, the president and CEO of Conceptus stated that the label change
would strengthen the company's standing in the_ permanent birth control market by diminishing.
Essure®s biggeét competitive disadvantage.

178. | Conceptus then reaffirmed its ultimate goal of gaining market acceptance by
stating its intentions to,aggressively present the label change to the OB/GYN community. The
comparny planned td target those physicians who were promoting other methods of birth control

because of potential safety issues with the Essure® device.

7 See http://www.wikinvest.coﬁl/stock/Conceptus (CPTSYFiling/10-K/2008/F2331313
77 See hitp://www.sec.gov/Archives/edgar/data/896778/000119312513098624/d444338d10k.htm
78 See http://www.wikinvest.com/stock/Conceptus (CPTS)/Filing/10-K/2008/F2331313
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E. CONCEPTUS AND BAYER CONTINUOUSLY SPREAD FALSE AND
MISLEADING INFORMATION TO ALTER PERCEPTIONS OF
ESSURE®'S SAFETY RISKS.

179.  Conceptus and Bayer advertised, promoted and marketed on its websites, in its

print and/or video advertisements, brochures and fact sheets the following representations about

Essure™:

®

A

B)

)

The Essure® patient brochure stated that Essure® was the “only FDA
approved female sterilization procedure to have zero pregnancies in the
clinical trials.” However, there were actually four pregnancies during the
clinical trials and five pregnancies during the first year of commercial
experience. Between 1997 and 2005, there were 64 pregnancies reported
to Defendants. Additionally, there have been 631 reports of pregnancies
according to the FDA as of December 31, 2015. Furthermore, a recent
study indicates that women implanted with Essure® have a fen times
greater risk of pregnancy after one year than those who use laparoscopic
sterilization. At ten years, the risk of pregnancy is almost four times
greater. Defendants concealed this 1nformat10n fromi Plaintiffs and
Plaintiffs’ physicians, yet promoted Essure® as a more effective form of
permanent sterilization than a tubal ligation.

The Essure® website, print advertising, and patient brochure describes
Essure® as “worry free,” and is a “simple procedure performed in your
doctor’s office” that takes “less than 10 minutes” and “requires no
downtime for recovery” and “Essure® eliminates the risks, discomfort,
and recovery time associated with surgical procedures.” However,
Defendants actively concealed. and failed to report complamts of
perforations and pain, which occurred as a result of the Essure® procedure.
Additionally, Essure® is not worry free because there is an increased risk
that the Essure® implants will cause women serious, life-altering

. complications including but not limited to debilitating pain, heavy

bleeding necessitating medication and/or additional surgical intervention,
allergic reactions (including but not limited to rashes, itching, bloating,
swelling, headaches, tooth- loss, and hair loss), aut01mmune disorders,
dyspareunia, hysterectomy, and other complications.

The Essure® website, print advertising, and patient brochure stated, “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.” However, the micro-inserts do
not necessarily remain securely in the fallopian tubes and can migrate and

32



Case: 7:17-cv-00057-KKC Doc #: 1-1 Filed: 03/23/17 Page: 41 of 199 - Page ID#: 56

D)

E)

F)

be expelled by the body, as evidenced by the over 850 reports of device
migration as of December 31 2015 »

The Essure® website, print advertlsmg, and patient brochure stated, “the
Essure® inserts are made from the same trusted, silicone free material used

. in heart stents.” However, the micro-inserts are not made from the same

material as heart stents which do not elicit tissue growth. The micro-
inserts are made of PET fibers, which trigger inflammation and scar tissue
growth. PET fibers degrade and leach carcinogens when placed in
temperatures over 65 degrees, and the human body stays at about 98
degrees. As such, PET fibers are not designed or manufactured for use in
human implantation. However, the. PET fibers are made of the same
materials as the PVT material in some vaginal meshes, which have a high
rate of expulsion.

"The Essure® website, print advertising, and patient brochure Sstated,

“Essure® eliminates the risks, discomfort, and recovery time associated
with surgical procedures.” However, Essure® does not eliminate the risks,
discomfort, and recovery time associated with surgical procedures (ie.

" tubal ligations) because many women who undergo the Essure® procedure,

including Plaintiffs, have never and will never fully recover from the
Essure® implant procedure, which has caused them serious, life-altering
complications including but not limited to debilitating pain, heavy
bleeding necessitating medication and/or additional surgical procedures,
allergic reactions (including but not limited to rashes, itching, bloating,
swelling, headaches, tooth-loss, and hair loss), autoimmune disorders,
dyspareunia, hysterectomy, and other complications.

The Essure® website, print advertising, and- patient brochure stated,
“Essure® is the most effective permanent birth control available, even

~ more effective than tying your tubes or a vasectomy” or words to that

effect. Yet, Defendants’ SEC Form 10-K filing shows that Defendants
never did a comparison to a vasectomy or tubal ligation. Specifically,
Defendants stated they “did not conduct a clinical trial to compare the
Essure® procedure to laparoscopic tubal ligation.”%

180.  Plaintiffs, PMC and Plaintiffs’ physicians relied on these representations by

Conceptus and Bayer in recommending and undergoing the Essure® procedure.

" See http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/Essure
PermanentBirthControl/ucm452254 . htm _ '
% Conceptus, Inc., Annual Report (Form 10-k) (Mar. 15, 2004).
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181.  Conceptus and Bayer advertised, promoted and marketed on its websites, in its

print and/or video advertisements, brochures, and fact sheets the following about physicians

performing the Essure® procedure, while failing to report the actual material facts:

A)

B)

9

D)

E)

F)

“[t]he PET fibers are what caused the tissue growth,” and Essure

“Ip]hysicians must be signed-off to perform Essure® procedure.”
However, Defendants failed to adequately train the implanting physician
and “signed off” on the implanting physician who did not have the
requisite training.

“An Essure® trained doctor inserts spring-like coils, called micro-inserts.”
However, the implanting physician who implanted the device was not
adequately trained.

“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.”
However, Defendants failed to adequately train the implanting physician.

“[iln order to be trained in E_ssure® 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®.” However, Defendants
“signed off” on physicians who were not skilled operative hysteroscopists,
in order to monopolize and capture the market, including the implanting

physician.

“[i]n order to be identified as a qualified Essure® physician, a minimum of
one Essure® procedure must be performed every 6—8 weeks.” However,
Defendants “signed off” on “Essure® physicians” who did not perform the
procedure every 6-8 weeks. '

® “works

with your body to create a natural barrier against pregnancy.” However,

_ during a PMA meeting with the FDA in 2002, Defendants represented that

the trauma caused by the expanding coil hitting the fallopian tubes is what
causes the inflammatory response of the tissue.

182.  Plaintiffs and Plaintiffs’ implanting physician relied on these representations by

Conceptus and Bayer in recommending and undergoing the Essure® procedure.
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F. CONCEPTUS AND BAYER HAVE ALWAYS KNOWN THAT ESSURE®
IS DANGEROUS.

1. Conceptus Was Charged With Early Regulatory Violations.

183. From the beginning of the sale of the Essure® device, Conceptus has repeatedly

. been cited by régulatory authorities for continuous violations that impacted patient éaifety.

184. In June and July of 2003, the FDA conducted a Post Market Approval Inspection.
of Conceptus. The FDA cited Conceptus for failing to adequately analyze all quality data
vsources to identify existiné and potential causes of .non-conforming product and other quality
problems, and failing to follow procedures for the control of pfoducts that do not c-onform to
s_pek:iﬁcatiéns.

185. In June of 2008, the California Department of Public Health, Medical Device
Safety Section (“CDPH”), conducted an inspection of Conceptus’ location in Moﬁntain View,
California. The CDPH issued a Notiée of Violation to Conceptus for failing to obtain a valid

license to manufacture medical devices and failing to maintain procedure for inventory transfer.

2. Concéptus Knew About A Myriad Of Manufacturing Problems.

' " 186.  Subsequent to obtaining its PMA, Conceptus became aware of potential quality
and failure modés associated with the Essure® devices. For example, Conceptus became aware
that the; following failures could occur with the device and lead fo adverse consequenées for the
patient: |

A) the stainless steel used in the device became unpassivated, which can
cause the device to rust;

B)  the nitinoi could have a nickel rich oxide which the body attacks;
C) the no lead solder could in fact have trace lead in it;

D).  the Galvanic action between the metals used to manufacture Essure®,
which causes the encapsulation of the product within the fallopian tubes,
could be a continuous irritant to some patients;
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187.

E)

F)

G)

)

the nitinol in the device can degrade due to High Nickel Ion release,
increasing the toxicity of the product for patients;

latent manufacturing defects such as cracks, scratches, and other
disruption of the smooth surface of the metal coil, may have existed in the
finished product, causing excess nickel to leach into the surrounding
tissues after implantation;

PET fibers degrade at 65 degrees, therefore considerable degradation is
expected at 98 degrees in the human body and degradation products of the

PET used in the implant can be toxic to patients, inciting both chronic

inflammation and possible autoimmune issues;

the mucosal immune response to nickel is different than the immune

-response in non-mucosal areas of the body;

there was an inadequate solder joint between the inner and outer coils of
the micro-insert which can cause the micro-insert to fracture/break apart,
and which Bayer admits is or could be a reason for device breakage, and;

the central axis was not fully adhered to the spring which can cause the
micro- insert to fracture/break apart, and which Bayer admits is or could
be a reason for device breakage. B ‘

3. Conceptus Concealed Thousands of Migration and Perforation Reports

From the FDA.

Conceptus knew of thousands of instances where the Essure® device had migrated

in a woman or perforated a woman's organs, failed to report all of them, and then fought the

FDA on its reporting obligations once the agency discovered the problem.

188.

In the years before 2011, Conceptus had accumulated thousands of reports from

women that their devices had migrated throughout their bodies or punctured one of their organs.

'189.

To protect the marketability of the device, Conceptus chose not to report the vast

majority of them.

190.

Then, in December of 2010 the FDA conducted a “for cause” inspection of

Conceptus and its reporting procedures.
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191. At the conclusion of the inspection, the FDA inspector cited Conceptus for four
conditions which he found objectionable and/or violations of the FDCA and federal regulations.

192.  Three of the four objectionable conditions patainéd to Medical Device Reporting
deﬁci;encies and/or violations and included: |

A) Conceptus’ failure to submit Medical Device Reporting (“MDR”)
determinations to the FDA within 30 days for reports of a serious injury
involving the Essure® device including 2 (two) reports of bowel
perforation, and 1 ‘(one) report of pain and the Essure® device breaking
into pieces immediately following implant;

B) Conceptus’ failure to submit MDR’s to the FDA within 30 days for reports
of a serious injury involving the Essure® device including, but not limited
to 5 (five) reports of the Essure® coils perforating the fallopian tubes and
penetrating the peritoneal cavity; and

O Conceptus’ failure to include a failure mode for perforation itself and for
the Essure® micro-inserts migrating into the peritoneal cavity in their latest
Risk Analysis Design FMEA for Essure®, despite having documented at
‘least 508 complaints of perforation between January 1, 2009 and
December 8, 2010, and at least 177 complaints of perforation with the
micro-insert was found in the peritoneal cavity between January 1, 2009
and January 4, 2011. '

193. Specifically, the FDA inspector discovered that Conceptué wasl not reporting

complaints of Essure® coils being seen inside the patients® abdominal cavity and not opening a |

corrective and preventive action (“CAPA”) when they became aware of these complaints.

194. The FDA discovered. that’Concepvtus submitted MDRs and reported complaints of
the coils migrating into the peritoheal or abdominal _cavity only if the patient was complaining of
pain and a seqond procedure was réquired to remove the device.

195. Conceptus concealed such complaints if the coil was subsequently removed
duting a laparoscopic tubal ligation surgery that was performed due to a failure of Qcclusidn of

the fallopian tubes.
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196. The FDA -inspéétor demanded that Conceptus report these incidents bécause a
- migrated coil was inherently likely to lead to an injury. Conceptus’ own complaint files
contained hundreds of insfances where this condition led to a serious complication.

197. Conceptus did not agree with FDA's position that phyéicians and women had a
right to know about all dangerous events associate(i with the device; .

198. Instead, Conceptus officials attempted to persuade the FDA inspector that they
should not be forced to report such adverse events and make them publicly available.

199. Conceptus officials argued that a coil falling out of the fallopian tube was not |
technically a “malfunction" of the device, and therefore it did not need to be reported.

200. The FDA inspector explained that because the coil was designed to. remain inside
the fallopian tube, a coil that migrates out of the fallopian tube represents a situation where the
Essure® device is not functioning as it was designed and intended.

201. There was no medical reason to withhold this information from the public.
Conceptus concealed these reports specifically to mislead physicians and v_vomén about the safety

of the Essure® device.

202. The size and scope of Conceptus' failure to report adverse events up until that
time was enormous.

203. Just between January 1, 2008 and December 6, 2010, Conceptus received at least
16,581 complaints felating to Eésure®. |

204. Of these 16,581 complaints, 16,399 were never reported to the FDA.

205. Conceptus had compﬂed a spreadsheet of 2,752 complaints about Essure®
received from July 20, 2010 through December 10, 2010. Not a single one of these that

indicated perforation of a patient's organs was reported to the FDA.
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206. In fact, during that time period Conceptus reported only 182 complaints total to
the FDA.%! | |
1207 At the close of the inspection on January 6, 2011, the FDA inspector made it
abundantly clear to Conceptus officials that an abdominally located coil was the precursor to
~ becoming symptomatic in all cases in which an intra—ébdominal coil had to be removed
surgically.
208.  Nonetheless, Conceptus continued to conceal complaints if a patient had a coil in
her peritoneal cavity but was asymptomatic.
209. Conceptus revealed in this inspection that it had no intention of keeping
physicians aﬁd Worﬁen fully informed.
| 210.  Conceptus' sole purpose was to maintain the marketability of its device by
concealing as much adverse safety information related to its device as it could.
211._ Conceptus' fraudulent scheme to c‘onceal reports of device migration and
®

perforation was undertaken in conscious disregard of the health and safety of all Essure
patients, and in violation of federal law, the PMA, and parallel state law.
212.  Thousands of vulnerable and unsuspecting patients, including the Plaintiffs

herein, have been seriously injured as a result of Conceptus' wrongful, illegal and immoral

actions.

4. Conceptus Demonstrated A Continuing Pattern of Concealing Safety
Complaints. '

213. In 2013, several years after being cited by the FDA for withholding safety
information, the FDA discovered again that Conceptus had been concealing thousands of

complaints from the agency and the public. v

81 See https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/results.cfim
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214. Between May and June of 2013, the FDA conducted another inspection of
Conceptus’ Mountain View, CA facility. This inspection included an evaluation of Conceptus’
.complaint handﬁng and adverse event reporting practices.

215.  The FDA’s review revealed 16,047 complaints Conceptus had received regarding
Essure® between January 2011 and the date of the inspection.

216.  Of these 16,047 complaints, Conceptus withheld 15,712 from the FDA, ensuring
that they would not be made public.®* |

217. Out of those 16,047, the FDA inspector reviewed 18 random complaints that
contained the key words “peritoneal” or “abdominal” with “pain” or “pregnancy” and discovered
that none of the complaints stgtin_g that one or more of the coils were imaged outside the
fallopian tubes were reported to the FDA if the patient had not repdrted pain at last contact.

218. Conccptus‘did not provide an explanation as to why the patient had stopped
reporting pain, such as possible removal of the device. |

219. Conceptus withheld thousands of complaints of side effects from.the .FDA for
years because it needed to protect the perception that its device was safe.

220. If Essure® was ever perceived as unsafe, br not as safe as alternative birth control
methods, then the- device would not have achieved acceptance in the marketplace and the

company would fail.

82 See hitps://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfmaude/results.cfm
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5. Trends in FDA Reports Prove That Conceptus and Baver Withheld An’
Enormous Amount of Safety Information.

221. Alarming trends in the FDA's database .exist because Conceptus and Bayer chose
not to report adverse events to the FDA as required by federal law.

222. The FDA did not receive accurate numbers of safety reports concerning Essure®
until Conceptus and Bayer no longer controlled the information.

223. The FDA learned of an overwhelming number of Essure® adverse events only
after women were no longer forced to report their problemé directly fo Conceptus or Bayer.

224. Between Essure®s inception in 2002 and through tov2015, the FDA received
approximately 9,900 medical device reports (MDRs) related to safety problems with the

device.®

225. Of those 9,900 MDRs, only 943 were made between 2002 and October 25, 2013.
The FDA received the remaining 8,950 reports between October 26, 2013 and December 31,

2015.%

| 226. Therefore, approximately 90% of all Essure® related adverse events reported
through the year 2015 weré reported after late October of 2013.%°
227. The rate at which women suffered adverse events associated with the Essure®
device did not change. The device itself did not change. Only the reporting méchanisms
| changed. |
228. Up until late 2013; women adversely affected by Essure® had no convenient

method of reporting their problems directly to the FDA. These women were thus forced to

8 See http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/Essure
PermanentBirthControl/ucm452254.htm '
See http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/Essure
EsermanentBirthControl/ucm45225 4.htm
Id :
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. report their problems solely to Conceptus or Bayer.

229._ ~ Around that time, the FDA introduced a new method of reporting adverse events
named "MedWatcher."

230. MedWatcher is an app lthatvallows individuals to sﬁbmit their reports of serious
medical device problems dire_ctly to the FDA through the convenient use of their smart phone or
tablet, thus disposing of the need to contact a device manufacﬁrer first.®

231. AAuthors studying Essure® adverse event reporting recently concluded that the
ability for women to report Essure® related complaints via the MedWatcher app resulted in a
massive increase in Essure® related MDRs reported to the FDA since October 26, 2013.5

232. 'The study, entitled Increasing Patient Erigagement in  Pharmacovigilance
Through Online Community Outreqch and Mobile Reporting Applications: An Analysis of
Adverse Event Reporting for the Essure Device in the US, examined voluntary patient adverse

event reporting directly to the FDA using the FDA’s new MedWatcher app.88

233. The study began by encouraging women in an Essur¢® support group who had
been adversely affected by the device to file a report using MedWatcher.*

234.  The Essure® suppbrt group was a YFaCebqok group named “Essure Problems”
consisting of women who underwent the Essure® procedure and began experieﬁcing severe pain

and problems related to the device. Currently, the group has over 32,000 members.”’

% See hitp://www.fda.gov/MedicalDevices/ Safetv/ReportaProblem/ucm3 85880.htm
87 .
Id .
88 See “Increasing Patient Engagement in Pharmacovigilance Through Online Community Outreach and Mobile
Reporting Applications: An Analysis of Adverse Event Reporting for the Essure Device in the US” available online
at: http:/link.springer.com/article/10.1007/s40290-015-0106-6/fulltext.htmi
89 . )
See id.
% See https://www.facebook.com/groups/Essureproblems/
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- 235, | AIn October 2013, a representative from the MedWatcher app development team
joined the “Essure Problems™ group to provide technical support to patients filing adverse event
reports via the MedWatcher app.

236, This change in reporting mechanisms directly caused the explosion of adverse
event reports that became public after October of 2013.

237. According to “Essure Problems” group administrators, many women with
Essure® reported these same complaints directly to Conceptus for many years prior to October of
2013. |

238.  Those women were never contacted for follow-up investigations and Conceptus
énd Bayer chose not to report the vast majority of those complaints to the FDA.

| 239. As a result, while Concepfus maintained growing complaint files détailing
thousands of problems experiehced with the device, the FDA and the public only became aware
of a fraction of them. |

240. Conceptus and Bayer successfully concealed thousands of reports of adverse
events associated with Essure® from ’the FDA and the public because they controlled the

information for years.

6. Bayer Misled the FDA About Rates of Essure” Br\'eakin&' .

241. Despite knowing about hundreds of instances of the Essure® device breaking,
Bayer has repeatedly reported to the FDA that only single cases exist.

242. . Between ‘May 29, 2014 and Januar}; 20, 2016, Bayer received.at least 462
complaints that a patient’s Essure® coils had broken apart.

243. When forwarding the first few complaints, Bayer notified the FDA that “single

cases have been reported of Essure® breakage.”
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244. However, as reports of breakage continued to mount, Bayer continued to submit
to the FDA that only single cases of breakage had been reported.

245.  After 100 iﬁdividﬁal reports of breakage accumulated, Bayer submitted to the
FDA that only single cases of breakage had been reported. |

246. After 200 individuél reports of breakage accumulated, Béyer submitted tc; the
FDA that only single cases of breakage had been reported. |

247. After 462 individual reports of breai(age accumulated, Bayer submitted to the
FDA that only single cases of breakage had been reported;

248. In fact every single report of deviée fracture or breakage included a statement by
Bayer to the FDA stating that “single cases have been reported of Essure® breakage.”

249. Bayer did this because it knew that the FDA would not discover the trend in the
data on its own. |

250. Bayer knows that mﬁltiple FDA analyéfs read each individual MDR that it
submits,. and they do not necessarily communicate with each other or compare data.

251. | Therefore, when multiple FDA analysts read separate reports that each staté
“single cases have been reportéd of Essure® breakage,” it causes each individual analyst to

falsely believe that instances of device breakage are extremely rare.

252. Bayer’s MDRs regarding device breakage were inaccurate, misleading, and not in
coﬁplimoe with MDR reporting requirements. |

253. Béyer did this to withhold knowledge from the public and to prevent the FDA
from requiring it to make changes to its label concerning device breakage, a conditioﬁ with

potentially life-threatening consequences.
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7. Now The Medical Community Is Discovering What Conceptus And
Baver Knew For Years: Essure® Is Dangerous.

a. Women‘ with Essure® Are Ten Times More Likely to Undergo
Subsequent Surgical Re-Operation than Women Who Undergo a
Tubal Ligation

254. The Essure® device leads to far more cémplications than alternative permanent
birth control methods. It is significantly less safe than the traditional alternative method of
undergoing a tubal ligation.

255. On bctober 13, 2015, the British Medical Journal (“BMJ”) published a study
entitled Safety and eﬁ‘icacy of hysteroscopic sierilizatioln compared with laparoscopic
sterilzfzation: an observational cohort study, in which Dr. Art Sedrak&an of Weill Cornell

- Medicine in New York and.his colleagues analyzed data from women who had received either
the Essure® implant or undergone a tfaditional tubal ligation_between 2005 and 2013 in New
York State.?!

256. The data included 8,048 women who underwent the Essure® procedure and
44,278 women who had ﬁndergone a tubal ligation.

257. This study used data collected from. the New York State Department of Health
Statewide Planning and Research Cooperative System, which is a database that éollects patient
and treatment information for every hospital discharge, outpatient service, ambulatory surgery,
and erhergency department records in New York State.”

258.  This study is the first large comparative cohort study ever to have been conducted

to compare the efficacy and safety of the implant based hysteroscopic procedure with the

*I See “Safety and efficacy of hysteroscopic sterilization compared with laparoscdpic sterilization: an observational
cohort study” available online at: http://www.bmj.com/content/351/bmj.h5162
92 i i

Id. :
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traditional laparoscopic procedure.” It is the largest collection of data related to Essure® that was
not controlled by Conceptus or Bayer. |

259.. The study found that women who used Essurle® as a means for permanent
sterilization were ten times more likely to undergo ré-operation due to device related
~ complications and injuries compared to Womeﬁ who urfderwent tubal ligation.”*

260. The »study reported that although Essure® is advertised as a surgery-free l
alternative to the minimally invasive laparoscopic surgery, women who had the Essure”® implant
often required a subsequent major sufgéry due to complications resulting from Eséure@, and at
far greater rates than the traditional option.”

261. The authors also analyzed the Essure® MAUDE data and indicated that most of
the adverse events reported by patients with Essure® were for injuries that would requ_ire and did
require a subsequent surgical operation.% Such injuries included pelvic pain, hemorrhage, and
device migration or incompétibility. |

262. Reports of chronic pain, hemorrhage, and deVice migration, which necessitate
smgical intervention, are indeed serious injuries and are therefore reportable evenizs.97

263. Conceptus and Bayer ciid not submit any MDR reportable events deriveci from
| this study to the FDA.

264. Bayér still -falsely claims to this day -that Essure® is safer than undergoing tubal
ligation. |

b. Essure® Is Not As Effective As Alternative Methods

265. Women with Essure® are more likely to gét pregnanf than women who undergo a

93 Id
94 Id.
95 Id
96 Id
721 CF.R. § 803.3 (2012).
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tubal ligation.

266. In March of 2014, the online medical journal Conception published a study
entitled Probability of pregnancy after sterilization: a comp?zrison of hysteroscopic versus
laparoscopic sterilization, which compared the expected probability of pregnancy after
hysteroscopic steri_lizatibn (Essure®) with laparoscopic sterilization based on available data using
decisioh analysis.98

267. The study analysis took into account uncertainties in successful placement of
coils, return for follow-up confirmation testing and successful blockage of tubes. Using real-life
circumstances, the authors concluded that at all points in time after the sterilization procedure,
the initial and cumulative risk of pre.gnancy after sterilization is higher in women who undergo

hysteroscopic sterilization than either laparoscopic band or bipolar sterilization.”

268.  The study found that the expected pregnancy rates per 1000 women at 1 year are
57, 7 and 3 for hysteroscopic sterilization, laparoscopic silicone rubber band application and
laparoscopic bipolﬁ coagulation, respectivély. At 10 j;ears, the cumulative pregnancy rates pér
1000 women are 96, 24 and 30, respectively.loo

269. This means that the probability of getting pregnant at 1 year and over 10 years is

® 01

) ) : ) e e 1
higher in women who receive Essure™ as-compared to laparoscopic sterilization.

270. Essure® sterilization failure rates after typical use 1n the community by a variety
of physicians on a variety of patients are significantly higher than the failure rates répbrted to the

FDA by the manufacturer in its own highly controlled study.

%8 See “Probability of pregnancy after sterilization: a comparison of hysteroscopic versus laparoscopic sterilization”
available at: http://www.contraceptionjournal.org/pb/assets/raw/Health%20Advance/ journals/contra/CON-8309-
FINAL.pdf
59

Id
100 I d
101 I d
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®

271. However, Bayer still falsely claims to this' day that Essure” is more effective than

undergoing tubal ligation.

¢. Leading Practitioners Have Criticized Conceptus for Its Lack of
Transparency

272. Experts in the field of gynecology disapprove of Conceptus’ and Bayer's failure to
provide information to the public.

273.  On September 23, 2015, the New England Journal of Medicine published an
article entitled Revisiting Essure — Toward Safe and Eﬁ”ectiﬁe Sterilization. Authored by several
‘prominent gynecologists, the article expressed concerns about the inadequacy of Essure®s
premarketing and postmarketing studies.'”

274. More specifically, the authors identified problems relative to incomplete follow-

up with patients and biased results.

275.  Ultimately, the authors concluded that many of the Essure® adverse events and
safety concerns, along with problems with the device's effectiveness, might have been detected
sooner or avoided altogether if there had been higher-quality premarketing and postmarketing

evaluations and more timely and transparent dissemination of study results by the

manufacturers.'® -

276.  Coinciding with other developing understandings, the article notes that evidence

®

suggests that Essure™ is neither as effective nor as safe as the prerharketing-approval evaluation -

indicated.'%

8. Thé Revelation Of Safety Information In The Public Leads To The
Inevitable: FDA Mandates Major Changes To EssureKSales. :

277.  As thousands of reports about Essure®s true safety risks became public recently,

102 See “Revisiting Essure — Toward Safe and Effective Stjerilization” available online at:
%ttp://www.neim.org/doi/full/lo. 1056/NEJMp1510514
3
Id
104 I d

48



Case: 7:17-cv-00057-KKC Doc #: 1-1 Filed: 03/23/17 Page: 57 of 199 - Page ID#: 72

the FDA forced drastic changes to the product"s 'Waming.label and took aggressive measures to
ensure that patients are fully informéd of the risks.

| 278. Patients and physicians have reported to the FDA upwards of 9,000 adverse
events related to Essure® since October 2013. This significant increase prompted the FDA to
convene a meeting of the Obstetrics and Gynecology Devices Panel of the Medical Devices

®

- Advisory Committee to examine safety concerns about Essure” raised by patients and cited in

MDRs.

279. The meeting was held on September 24, 2015 and FDA heard available scientific
data pertaining to Essure®s safety and effectiveness, expert scientific and clinical opinions on
the risks and benefits of Essure®, and concerns and experiences of women implanted with the

device.

280. On February 29, 2016 the FDA announced that it would force a major change to

®

the Essure® warning label and also require all women considering receiving Essure® to fill out a

“Patient Decision Checklist” to ensure that they are fully informed of the true risks.'®

281. The FDA stated that such warnings are needed for a woman to understand the
risks as compared to alternative options and then decide whethef the prodﬁc’t is right for her.'%

- 282. The new warning and checklist were finally approved on November 15, 2016, a'nd.
will phange the risk/benefit proﬁIe of Essure® for all potential paticnts. They will reveal the
alternatives as far better choices for many women. It will lead to far less patients choosing to use
the Essure® system.

283. This result is thf Conceptus and Bayer wifhheld safety inforrﬁation from the

FDA and the public for years.

105 See hittp://www.fda.cov/NewsEvents/Newsroom/PressAnnouncements/ucm488313.htm
106

Id
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284.  Conceptus and Bayer knew that if the true risks of Essure® were known to the

FDA, then they would inevitably bé communicated to physicians and Womeﬁ.

285. Conceptus and Bayer knew that if physicians and women understood the true
risks of Essure®, then sales of the device Would be devastated.

286. Conceptus and Bayer withheld thousands of complaints of adverse events from
the FDA for years to protect and promoté the false perception that the Essure® device was safe.

287. If Essure® was ever perceived as unsafe, or not as safe as alternative birth control
methods; then the device would not have achieved market acceptanée and the company would
fail.

288. To protect sales and revenue, Conceptus and Bayer purposefully ignored their
mandatory federal reporting requirements and actively hid safety information from the public for
.as long as they could.:

a. FDA Orders Bayer to Give Warnings Indicating the Highest Level of
Risk

289. In February of 2016 the FDA determinéd that a boxed warning needed to be a part |

of the Essure® warning label.

290. The FDA reserves boxed warnings fo; only the most serious adverse events, and
they indicate the higheét level of risk.

291. On Mafch 4, 2016, the FDA noted that it would receivg public input for the
following suggested warning:

WARNING: Some patients implanted with the Essure System for
Permanent Birth Control have 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.
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
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benefits and risks of the device.!”’

292.  On October 31, 2016, the FDA issued the following final guidance, “Labeling for
Permanent Hysteroscopiqally-Placed Tubal Implants Intended for Sterilization,’f which stated
that “a boxed warning should be part of the labeling for a permanent, hysteroscopically-placed
tubal implant for Sterilizatioh. ..” The FDA states that this warning should: \

e Note the types of significant and/or common adverse events that may be associated
with the device and its insertion, use, and/or removal procedure, including those
" noted in clinical trials, as well as those reported in other device use experience.
* Include a statement noting that these risks should be conveyed to the patient dunng
the decision-making process. 108 :

293.  The October 2016 Boxed Warning Example issued by the FDA was implemented
in November 2016, and statés as follows:

WARNING: Some patients implanted with the Essure System for Permanent
Birth Control have experienced and/or reported adverse events, including
perforation of the uterus and/or fallopian tubes, identification of inserts in
the abdominal or pelvic cavity, persistent pain, and suspected allergic or
hypersensitivity reactions. If the device needs to be removed to address such
an adverse event, a surgical procedure will be required. This information
should be shared with patients considering sterilization with the Essure -
System for Permanent Birth Control during discussion of the benefits and
risks of the device.'”

294.  This boxed warning directly addresses side effects that Conceptus and Bayer had
been cited for hiding from the FDA and the public for years.
295.  Conceptus and Bayer hid from patients safety information about the most serious

adverse events and the highest levels of risk.

7 FDA Draft Guidance on Labeling for Permanent Hysteroscopically-Placed Tubal Implants Intended for
Sterilization, issued March 4, 2016.

1% See “Labeling for Permanent Hysteroscopically-Placed Tubal Implants Intended for Sterilization,” at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM488020.
pdf

1974, at pg- 9; see also http://labeling bayerhealthcare.com/html/products/pi/essure_pib_en.pdf; and see
http://labeling.bayerhealthcare.com/html/products/pi/essure_ifu.pdf
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296. If Concebtus and Bayer had not violated federal reporting violations, the public.
would.\ have known about these safety risks years earlier. Thousands Qf women who decided to
have the Essure® device implanted would havé received the knowledge that they deserved, and
thousands of injuries could have been prevented.

297. Conceptus and Bayer could have prevented this problem by updating their
warnings to patients. | |

298.  The Essure® warning label has never been adequate.

299. Conceptus and Bayer did all in their power to keep serious side effects and

: wérnings off of the Essure® label for yeérs.
| 306. Over the course of many years, despite knowing of hundreds of instances Where

the Essure® device had migrated from its proper position, Conceptus did not warn of this
potential problem.

301. After being caught by the FDA in 2011 for not reporting migration events, thé
company still refused té warn about this problem on its label.

302. It was not until 2013 that Coﬁceptus even acknowle'dged migration eveﬁts on the

P

Essure® label.

303. At that time, Conceptus changed the wa:ming label to state only that "There are
repoi"ts of the Essure® insert migrating." |

304. This warning gravely downplayed the true incidence of risk that a woman's
Essure® coils nﬁght migrate. |

305.  Conceptus should have Been adequ_ately informing women about migrations.

306. This issue illustrates Conceptus' policy of deliberately refusing to provide

adequate warnings to physicians and patients.
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307. For years Coﬁcepfus and Bayer have downplayed on the Essure® wérning label
the true riské of migration, as well as perforation, persistent péin, allergy or hypersensitivity
reactions, autoimmune-like reactions, the likelihood of reoperation, and other serious side
effects.

308. The FDA has ndw forced what could and sﬁould have been done years ago.

b. FDA Takes Drastic Measures to Ensure Patients Are Fully Informed

309. Because Conceptus anci Bayer denied thousands of women the information that
they deserved, every pofential Essure® patient is now required td receive and sign a detailed
checklist specifically tailored to the risks associated with the device.

-310. The Patient Decision Checklist requires a patient'é initials and signature six
separate times.

311.  The checklist specifically warns of device migration and perforation of organs,
side effects that Conceptus and Bayer had been cited for hiding from the FDA and the public for
years. |

312. The checklist also specifically warns that some women may develop allergic
reactions following implantation of Essure®, which could cause symptoms such as rashes or
itching.

313.  Most importantly, the checklist describes the review of its form as a critical step
in deciding whether to have the Essure® device implanted, and suggests that a woman should
carefully consider the risks before making the decision.

314. The checklist has a major impact on the risk/benefit profile of the device.
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G. CONCEPTUS’ AND BAYER'S PARTICIPATION IN THE COVERING UpP
OF AND FAILURE TO ADEQUATELY WARN OF SERIOUS ADVERSE
EVENTS AND INCREASED RISKS AND COMPLICATIONS
ASSOCIATED WITH ESSURE® CAUSED PLAINTIFFS’ INJURIES.
315. A manufacturer has the duty to provide adequate and timely warnings regarding
increased risks and dangers associated with the foreseeable uses of its product.
316. Conceptus and Bayer grossly failed to satisfy their duties ‘mandated by federal
law, the Essure® PMA, and state common law duties.
© 317. Conceptus and Bayer ,did- not provide adequate and timely warnings or
instructions regarding the true risks of Essure®.
318. Conceptus and Bayer disseminated misleading and false information concerning

the true risks of Essure®.

319. Conceptus and Bayer purposefully concealed the serious increased risks and
complications associated with Essure®.
320. Conceptus and Bayer failed to take the required actions when they learned that

Essure®

was causipg thousands of problems in patients.

32i. Bayer cannot and should not be permitted to absolve itself from liability by
pointing to the FDCA or the MDA, claiming preemptioh, when it was Conceptus and Bayer who
chose to deliberately conceal their knowledge of the increased risks, complications, and the
serious and dangerous adverse side effects associated with Essure®.

322. Bayer cannbt and should not be permitteci to absolve itself from liability when it
 was Conceptus and Bayer who, in violation of federal l.avx.f and the PMA, concealed and failed to
report the true number of adverse events being reported by women with Essure®.

323. A medical device manufacturer only receives the benefits afforded by federal law,

i.e. the FDCA and MDA, when it abides by federal law. .
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324. Federal law requires that a manufacturer report all known adverse events
associated with a medical device to the FDA. |

325. Not only did Conceptus and Bayer not provide the Plaintiffs’ physicians nor
Plaintiffs with the necessary information in order to make an informed decision in the best
interests of Plaintiffs’ health, but they purposefully deceived Plaintiffs’ physicians and the
Plaintiffs as to the safety and efficacy of Essure®.

326. Conceptus and Bayer did notb discharge their duty, required by federél law, the
Essure® PMA, and state common law duties to adequately and fully warn and inform Plaintiffs’
physiciéns and Plaintiffs of the known dangers and increased fisks associated with the use of

Essure®.

3277 Plaintiffs’ physicians and Plaintiffs reasonably relied, aﬁd did rely, on Conceptus
and Bayer's misrepresentations and concealments‘..

328. Moreover, Plaintiffs would not have consented to undergo the Essure® procedure
had they been fuliy informed of its increased dangefs, riské, and adverse consequences.

329. Asa direcf and proximate result of Conceptus and Bayer's fraudulent concealment

~and misrepfesentations concerning material health and safety risks associated with Essure®,

Plaintiffs were injured and suffered and will continue to suffer injuries, damages, and economic
loss. | :

330. As adirect and proximate result of Concepms and Bayer's fraudulent concealmerit
and misrépresentations concerning material health and safety risks associated with Essure®,
Plaintiffs have been injured and incurred damages, inclﬁding but not limited to médical and

hospital expenses, physical and mental pain and suffering, and loss of the quality and enjoyment

of life as a result.
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V. EQUITABLE TOLLING/FRAUDULENT CONCEALMENT

331. Plaintiffs repeat and incorporate by‘ reference all other paragraphs of this
* Complaint as if fully set forth herein and further allege as follows:

332. ', Conceptus and Bayer’s failure to report, document, or follow up on the known
adverse event complaints, and concealment of adverse events, known defects, serious increased
risks, dangers, and complications, constitutes fraudulent concealment that equitably tolls any
proffered statute of limitation that may otherwis¢ bar the recovery sought by Plaintiffs hefein.

Plaintiffs herein has therefore satisfied applicable statutes of limitations and statutes of repose.

-333. Bayer is estopped from rélying on any statute of limitations defense because it

® actively and

continued to refute and deny reports and studies questioning the safety of Essure
intentionally concealed the defects, suppressed reports and édverse information, sponsored and
paid for studies which falsely characterized the risks and bepeﬁts of Essure®, failed to satisfy
FDA and PMA requirements, failed to satisfy FDA and PMA notification requirements, and
failed to disclose known dangerous defects and serious increased risks and complications to
physicians and the Plaintiffs.

334. Instead, Conceptus and Bayer continued/continues to represent that Essure®
was/is safer, more.effective and the best alternative for permanent female sterilization all the
while they knew that this was absolutely false and not true, even after the recent Cornell study
was published and patient complaints accumulated in the thousands.

335. Conceptus and Bayer did the above acts which were and are illegal under federal

law, the PMA and parallel state law, to effectively market Essure® and encourage physicians,

including Plaintiffs’ physicians, to recommend and perform the Essure® pfocedure.
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336. Conceptus and Bayer did the above acté which were and are illegal under federal
law, the PMA and parallel state law, to encourage patients, including Plaintiffs, to undergo the
Essure@ procedure rather than choose an alternative procedure, such as a traditional tubal
ligation.

337. At all relevant times, Conceptus and Bayer were under a continuing duty under
federal law, the PMA and parallel state laws to disclose the true character, quality, and nature of
the increased risks, adverse events; and dangers associated ﬁth Essufe@ | |

338. As a result of Conceptus and Bayer’s concealment of the true character, quality

and nature of their product, they are estopped from relying on any statute of limitations defense.

339. Conceptus and Bayer furthered their fraudulent concealment through act and
omission, including misrepresenting known dangers and/or defects in Essure® and/or arising out
of the use of Essure® and a continued and systematic failure to disclose and/or cover-up such
information from/to the Plaintiffs, Plaintiffs’ physicians, and the public.

340. Conceptus and Bayer's acts and omissions, before, during and/or after the acts
causing Plaintiffs injuries, prevented Plaintiffs and/or Plaintiffs’ physicians'from discovering the
injuries or cause thereof until recently.

341. Conceptus and Bé.yér's conduct, because it was purposely committed, was known
or should have been known By them to be dangerous, heedless, r‘ecklesé, and without regard to
the conséquenées or the rights and safety of the Plaintiffs.

VI. GENERAL ALLEGATIONS

342. Plaintiffs repeat and incorporate by reference all other paragraphs of this

Complaint as if fully set forth herein and further allege as follows:
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® was researched, developed, manufactured,

343. At all_ relevant times, Essure
marketed, promoted, advertised, sold and distributed by Conceptus and Bayer.
344. Conceptus and Bayer negligently, carelessly, and/or recklessly manufactured,

® as a safe and effective device to be

marketed, advertised, promoted, sold and distributed Essure
used for permanent female steriliza’tion.

345. Conceptus and Bayer knew, and/or had reason to know, that Essure® was
defective, unreasonably dangerous and not safe because of the thousands of adverse events that

both companies knew about.

Representations

346. "~ Conceptus and Bayer negligently, parelessly, recklessly, and/or intentioﬁally
promoted Essure® to physicians and patients, including the Plaintiffs and Plaintiffs’ physicians.

347. Conceptus and ]éayer downplayed to physicians and patients, including Plaintiffs
and Plaintiffs’ physicians, the dangerous side effects of Essure®. )

348. Conceptﬁs and Bayer misfepresented the safety .of Essure® to physiciansA and
patienfs, including Plaintiffs and Plaintiffs’ physicians. | |

:349.  Conceptus and Bayer' willfully and/or intentionally failed to warn and/or alert
physicians and patients, including Plaintiffs and Plaintiffs’ physicians, of the increased risks and
sigm'ﬁcant dangers resulting from being implanted with the Essure® device.

350. Conceptus and Bayer knew and/or had reason to know, that their representatipns
and suggestions to physicians that Essure® was safe and more‘ effective than alternative
permanent sterilization methods. weré materially false and misleading such that physicians and

patients, including Plaintiffs and Plaintiffs’ physicians, would rely on such representations.
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351. | Conceptus and Bayer k_néw or should have known and/or recklessly disregarded
the materially incomplete, false, and misleading nature of the information that they caused to be
disseminated to the public and vtb physicians, including Plaintiffs and Plaintiffs’ ph&sicians, as
part of their surreptitious campaign to promote Essure®.

352. Any warnings Conceptus and Bayer fnéy have issued concerning the risks and
dangers of Essure® were inadequate and insufficient in light of their contradictory prior,
contemporaneous and continuing illegal promotional efforts of Essure® to hide or downplay the

true risks and serious dangers of the device.

353. The oﬁgoirlg scheme described herein could not have been perpetrated over a
substantial period of time, as has occurred here, without knowledge and cOmpIiéity of personnel
at the highest levels of Conceptus and Bayer, including the corporate officers and directors.

354.  Conceptus and Bayer knew and/or had reason to know of the likelihood of serious
injiﬁies caused b§; the promotion, sale, and distribution of Essgre®, but they cdncealed this
information and did not warn the FDA, Plaintiffs or Plaintiffs physicians, preventing Plaintiffs
and Plaintiffs’ physicians from making informed choices in'selecting alternative sterilization
procedurés prior to> Plaihtiffs’ Essure® implantation procedure and preventing Plaintiffs and
Plaintiffs’ physicians from timely discovering Plaintiffs’ injuries.

Causation

355. Plaintiffs would not have consenfed' to undergo the Essure®‘ procedure had
Plaintiffs known of or been fully and adequately informed by Conceptus and Bayer of the true
increased risks, hazards, and serious dangers of Essure®. |

356. Plaintiffs and Plaintiffs’ physicians reasonably relied on Defendants’

representations and omissions regarding the safety and efficacy of Essure®.
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- 357. Plaintiffs and Plaintiffs’ physicians did not.know of the specific inéreaéed risks
and serious dangers, and/or were misled by Conceptus and Bayer, who knew or should have
known of the true risks and dangers, but consciously chc;se‘ not to‘ inform Plaintiffs or their
physicians of those risks and to actively misrepresent those risks-and dangers to the Plaintiffs and
Plaintiffs’ physicians. Conceptus’ and Bayer’s promotion and marketiﬁg of Essure®: céused
Plaintiffs’ physicians to decide to re‘c»:qmmend and implant Essure® in Plaintiffs. Plaintiffs’
physicians would not have recommended and performed the Essure® procedure in the absencé of
Conceptﬁs and Bayer’s false and misleading- promotion.

Damages

358. .Plaintiffs have suffered serious personal injuries as a direct and prOthate result
of Conceptus and Bayer's illegal misconduct.

359. As a direct and proximate result of Conceptus’ and Béyer's illegal conduct,
Plaintiffs have suffered and will continue to suffer ﬁqm severe injuries and damages, including
but not} limited to autoirﬁmune-like symptoms, organ perforation, and severe chronic pain which

® coils and/or will require surgical

reQuired surgiéal intervention to remove the Essure
intervention to remove fhe Essure® coils in the future.

- 360. As aresult of Concebtus’ anci Bayer's failure to warn of the risks, dangers, and
adverse e\}ents associatedl with Essure® as manufactured, promoted, sold and supplied by both
companies, and as a result of the negligence, callousness, and other wrongdoing and misconduct
of Conceptus and Bayer as described herein:

A)» Plaintiffs have been injured and suffered and will continue to suffer

injuries to their body and mind, the exact nature of which are not
completely known to date; :
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B) ' Plaintiffs have sustained and will continue to sustain economic losses,
including loss of earnings and diminution of the loss of earning capacity,
the exact amount of which is presently unknown;

) Plaintiffs have incurred -and will be required to incur additional medical
expenses in the future to care for themselves as a result of the injuries and
damages Plaintiffs have suffered;

D) Plaintiffs are therefore entitled to damages in an amount to be proven at
trial, together with interests thereon and costs.

361. Plaintiffs had no reason until recently to 'suspect that their injuries were caused by
Essure®. Thus, Plaintiffs did not know and could not have known and through the exercise of
reasonable diligence, that th¢ Essure® device caused their injuries.

362. Plaintiffs herein brings their causes of action within the applicable statute of
limitation. Specifically, Plaintiff brings théir actions within the prescribed time limits following
their injuries and their kﬁowledge of the wrongful cause and by whom the wrong was comnﬁtted.
Prior to such time, Plaintiffs did not know nor had reason to know of their injuries and/or the
wrongful cause thereof.

363. Plaintiffs are therefore entitled to damages in an amount-to be proven at trial,

together with interest thereon and costs.

VII. SPECIFIC PLAINTIFFS’ ALLEGATIONS

A. FRANKIE NEWSOME.

1. Initial Essure® Procedure:

364. On or around May 2, 2012, Plaintiff Newsome underwent the Essure® procedure

at PMC in Pikeville, Kentucky. At that time, she was 24 years old.

365. Dr. Rebecca Hobbs (f/k/a Dr. Rebecca McCowan) implanted the Essure® device
in Plaintiff Newsome. Dr. Hobbs advocated the use of the Essure® device over other methods of

birth control, which were more appropriate forms of birth control for a woman only 24 years old.
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366.- Dr. Hobbs maintained that Essure® lNaS a superior form of permanent birth
control. She stated to Plaintiff Newsome that, with. Essure®, there was virtually no chance of
becoming pregnant, similar to or better than a tubal ligation. However, with Essure® (unlike a
tubal ligation), there was no need for surgery; there would be no surgical scar and virtually no
side effects. Dr. Hobbs asserted that Essure® was as safe or safer than tubal ligation and just as
effective, with less than or the saine side-effects.

2. Post Essure® Procedure Condition and Treatment:

367.  Plaintiff Newsome’s post-procedure period has been marked by hair loss, severe
dyspareunia and severe pelvic pain in the right lower quadrént. However, it-was as late as the
Summer of 2016 (after a discussion with another woman implahted with Bayef’s device) that
Plaintiff Newsome understood that she was just not unluéky, but that these were were side-
effects of typical of Essure® and that thousands of wdmen, like her, were suffering from the
device.

368. Immediately after the implantation of the. deviée, such heavy vaginal bleeding
occurred fhat Plaintiff Newsome was admitted to the emergency room, complaining of using 6
sanitary pads an hour and intermittent dizziness. At that time, and thereafter, Dr. Hobbs and
other doctors at PMC assured her that this severe bleeding Waé 1;10t associated wii;h Essure®.
Since that timé, Plaintiff Newsome has experienced heavy vaginal Ableeding, and pelvic pain, as
‘well as difficult and painful sexual relations with her husband.

369. On or around October 15, 2012, Plaintiff Newsome underwent a

~ hysterosalpingogram (“HSG”) at PMC which showed mal-positioning. of the right Essure®

device with spillage of contrast noted in the right adnexal region.
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370. On or around October 22, 2012, Plaintiff Newsome had an. ofﬁce visit with Dr.
Hobbs (f/k/a Dr. McCowan) to discuss options. Her records state: “Items reviewed/discussed

during today’s visit: Salpingectomy vs. Repeat Essure on Right tube discussed...”

371. On or around April 8, 2013, Plaintiff Newsome presented for a.pre—op
appointment at PMC. Her records state: “Pt here to schedule salpingectomy. Pt had [Essure]

" procedure done and Right side didn’t take.”

372.  On or about April 22, 2013, Plaintiff Newsome underwent a laparoscopic bilateral
salpingectomy. The surgical pathology report shows that “[t]he first fallopian tube has a coiled

wire in the lumen.” No such finding was noted for the second fallopian tube.

- 373.  Following her April 22, 2013 surgery, Plaintiff Newsome was not informed that
only one Essure® coil was noted in the pathology findings and that the other coil had not been

removed.

374. Plaintiff Newsome continued to experience the symptoms described above,
" including the prolonged and abnormal bleeding first experienced after the implantation Essure®

coils.

375. Plaintiff Newsome also has ¢xperieﬁced ongoing fatigue and nausea.

376. On or about November 11, 2013, Plaintiff Newsome had an appointment with Dr..
Hobbs where she described heavy, prolonged bleeding. The records sﬁow that ablation was
~discussed. At that visit, Dr. Hobbs did not infofm Plaintiff Newsome that only one Eésure® coil
was located during her April 22, 2013 surgery, and that the other was likely still in her body.

377. On or about November 22, 2013, Plaintiff Newsome presented to PMC for an
office visit with Dr. Hobbs, where she discussed continued abdominal pain and bleeding. She

underwent a transvaginal ultrasound, which showed a simple ovarian cyst.
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378. On January 29, 2014, Plainﬁff Newsome underwent Novasure endometrial

ablation.

379. Following, Plaintiff Newsome complained of pelvic pain, cramping and stabbing
pain in her abdomen. She underwent a transvaginal ultrasound on May 16-, 2014.

380. Plaintiff Newsome continues to suffef from cramping, abdominal pain and
dyspareunia. She also continues to experience significant hair loss.

381. Plaintiff Newsome had her annual gynecological exam with Dr. Natalie Adams at
PMC on or about October 11, .20116, where an exploratory lapa.roséopicv procedure was discussed
due to Plaintiff’s ongoing pain. According to the records, Plaintiff complained of groin pain that
radiated up into her back and worsened with intercourse and defecation.

382.  The medical records from Plaintiff Newsome’s October 11, 2016 office visit state
that the pafhology from Plaintiff Newsoﬁe’s April 22, 2013 bilateral salpingectomy confirmed a
coil in the first fallopian tube, but did not confirm it in thé second fallopian tube. The records
also state that Dr. Adams discussed with Plaintiff Newsome that the general etiology of her pain

~ is uncertain, and gave various possibilities for her pain, including: adhesions. from preyious

surgery, endometriosis, or non-gynecological etiology such as gastrointestinal issues, urologic
issues, and chronic pain.

383. Nevertheless, Dr. Adams failed to mention that the Essure® coil still retained in

her body was likely the cause of her symptoms.
B. KIMBERLY HOWELL.
384. Plaintiff Howell is thirty (30) years old and resides in Teaberry, Floyd County,

Kentucky.

1. Initial Essure® Procedure:
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385. Onoraround April 17, 2013, Plaintiff Howell underwent the Essure® procedure-at

PMC in Pikeville, Kentucky. At that time, she was 26 years old.

386. Dr. Rebecca Hobbs (f/k/a Dr. Rebecca McCowan) implanted the Essure® device
in Plaintiff Howell. Dr. Hobbs advocated the use of the Essure® device over other methods of

birth control, which were more appropriate forms of birth control for a woman only 26 years old.

387. . Dr. Hobbs maintained that Essure® was a superior form of permanent birth
control. She stated to Plaintiff Howell that, with Essure®, there was virtually no chance of
becoming pregnant, similar to or better than a tubal ligation. However, with Essure® (unlike a
tubal ligation), there was no neéd for surgery; there would be no surgical scar and virtually no
side effects.

2. - Post Essure® Procedure Condition and Treatment:

388. Plaintiff Howell's post-proéedure period has‘ been marked by autoimmune-type
symptoms, dysmenorrhea, menorrhagia, dyspa;eunia and an unexpected pregnancy. However, it
was as late as the Summer of 2016 (after Plaintiff Howell heard a radio ad-regarding Bayer’s
device and saw a Facebook ad) that she realized that she was not just “unlucky,” but that these
were typical side effects .of Essur¢® and that thousands of women, like her, were suffering

because of the Essure® device. -

389. Before Essure®, whether on or off birth control, Plaintiff Howell had never

experienced the combination of symptoms described above.

390. On or around July 16, 2013, Plaintiff Howell underwent a hysterosalpingogram
(“HSG”) at PMC, which demonstrated satisfactory placement of the Essure® devices with no

spillage of contrast.

391. Onor around November 11, 2013, Plaintiff Howell discovered she was pregnant.
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392. Plaintiff Howell vaginally delivered her son on or around June 30, 2014.

393. On or around December 12, 2014, Plaintiff waell had an office visit with Dr.
Aarqn Crum at PMC, where she complained of dysmenorrhea, menorrhagia, and dyspareunia. |
Dr. Crum prescribed Plaintiff Howell an oral contraceptive at .that time, in light of the fact that
Essure® had not been effective in avoiding her most recent pregnancy. At that time, Dr. Crum
did not associate any of her symptoms with the fact that Plaintiff Howell still has the Essure®

device in her.

394. However, Plaintiff Howell continued to complairi of headaches, stiffness and joint
pain; however, Dr. Tara Newsome (another physician at PMC) told her that these symptoms

‘were due to her being a mother of three small children.

1395. Onor around July 2, 2015, Plaintiff Howell underwent a bilateral sa_lpingectomy.

The operative report states that the surgeon was unable to locate either of Essure® coils in
Plaintiff Howell’s fallopian tﬁbes.

396. Plaintiff Howell continues to suffer from the pain and injury described above,

caused by the implantation of the Essure® device. She still suffers from rashes, joint pain, ‘heavy

" menstrual bleeding and painful intercoﬁrse. In all probability, one or all the Essure® coils are

still in Plaintiff Howell, causing her symptoms.
C. STACEY VARNEY.

397. Plaintiff Varney is thirty-six (36) years old and resides in Raccoon, Pike County,
Kentucky. |

1. Initial Essure® Procedure:

398. On or around January 13, 2012, Plaintiff Varney underwent the Essure®

procedire at PMC’s Clinic at Harold, Kentucky for Women’s Health (“the Harold Clinic”). Dr.
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Angela Maggard implanted the Essure® device at the Harold Clinic.

399. A;t that time, Plajntiff Varney had two children. James (boy) was 3 and Lyndsey
(girl) was 6. -

400. Plaintiff Varney had triedvoth_er methods of birth -control, but .they were not
effective for her; therefore, she initially approached Dr. Maggard at thé Harold Clinic and

requested a tubal ligation.

401. Dr. Maggard convinced Plaintiff Varney to use the Essure® deviée. Dr. Maggard
presented the Essure® device as a faster way to get back to work, with less healing time. At that
time, Plaintiff Varney was a housekeeper for PMC and she was the sole source 6f income for her
family. She was told that 3 days would be all that was necessary for recovery on Essure® versus
a full week off work with a tubal ligation. She was further reassured by Dr. Maggard that
Bayér’s device was equal to or more effective at preventing pregnancy than a tubal ligation, that
there were no significant side effects and that surgery (and the risks and scars that come with it)'

®

would not be necessary. In sum, Dr. Maggard maintained that Essure™ was a superior form of ‘

permanent birth control when compared to tubal ligation.

402. On the day of the implantation of Essure® (although Plaintiff Vamey had not
expected to be put to sleep or have to undergo anesthesia), she was instructed by Dr. Maggard to
.go to the pharmacy to ﬁll-and take several brescriptions in rpreparation. for the procedure. These
prescriptions eésentially rendered Plaintiff Varney unconscious, throughout the procedure at the

Harold Clinic.

403. During the procedure, the bleeding was so profuse that Dr. Maggard was forced to
perform an endometrial ablation of Plaintiff Varney’s uterus.

.404. During the procedure, Plaintiff Varney’s husband waited for her at the Clinic, and
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afterwards helped her get dressed, back into her street clothes, because the medication prescribed
byD»r. Maggard made it impossible for Plaintiff to perform even the simplest of tasks.

405.  Plaintiff had Essure® put in on Friday and weht back tp work for PMC as a
housekeéper on the following Monday. She's since left PMC's employment and now works for
AT&T as wire technician, installing DSL.

2. Post Essure® Procedure Condition and Treatment:

406. Plaintiff Varney's post-procedure period has been marked by pelvicApain and
severe bleeding. After having the procedure, it took 6 months for her to stop bleeding huge clots
of blood. However, this abnormal bleeding and pelvic pain continued until June of 2016 §vhen
Plaintiff was forced to have a hysterectomy. Moreover, Plaintiff Varney during this period
developed a condition known as “Mo'ndo.r.’s Disease.”

407.  Shortly after her implant, on or around February 16, 2012, Plaintiff Varney called |
Dr. Maggard with complaints of heavy vaginal bleeding, where she stated she was passing “huge
clots.” Dr. Maggard prescribed Prometrium for the bleeding.

408. Plaintiff Varney presented to PMC for a follow-up visit on April 12, 2012 with
continued complaints abnormal bleeding. Plaintiff Varney was prescribed Enjuvia and her
hysterosalpingogram (“HSG”) was scheduled.

409. Plaintiff Varney had a HSG on or about April 24, 2012, which demonstrated no -
evidence of spillage of contrast into the pelvic cavity from either fallopian tﬁbe, thus confirming

tubal occlusion.

410. Because of her continued bleeding and pelvic pain, Plaintiff Varney underwent a
CT of her abdomen and pelvis on or around October 10, 2012. The CT demonstrated no evidence

of acute intra-abdominal or pelvic abnormalities.
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411. - On or around January 21, 2014, Plaintiff Varney underwent Tran'svaginal Ultra
Sonography because of complaints of pelvic pain and irregular menstrual bleeding. Dr. Maggard
then performed an endometrial biopsy. The pathology report showed findings of focal stromal

breakdown consistent with bleeding.

412. Despite repeated examinations, Dr. Maggard could not determine the cause of the
bleeding. At no time did Dr. Maggard suggest that Essure® or the procedure implanting the

device were the possible causes of her problems.

413. Also during this time period, Plaintiff Varney déyeloped Mondor’s disease.
Mondor's disease is a rare condition caused by inflammation of a vein just under the skin of the
breast or chest wall. It's also known as thrombophlebitis. It can affect any of the veins in the
breast, but most commonly affects those on the outer éide of the breast or under the nipple. Dr.
Maggérd referred Plaintiff to another doctor working at PMC, Dr. Oon Leedhanachoke, who

maintained that the disease was being caused by Plaintiff Varney’s deodorant.

414. Plaintiff Varney then sought a second opinion from physicians outside her own
county and city. She turned to doctors in Prestonsburg, Floyd County, Keritucky, and soughft
help from Dr. Sammie S. Gibson. Dr. Gibson did additional research regarding Essure® and
asked Plaintiff whether she had an allergy or any reaction to the metal nickel, because Essure®

~ contained nickel. Plaintiff stated that she does have an allergic reacﬁon to costume jewelry and

- questioned whether such jewelry contained nickel.

®

415.  Plaintiff was completely unware that Essure® contained nickel.

416. Onor arouna June 13, 2016, Dr. Sammie S. Gibson, assisted by Dr. Brett Akers,
performed a total vaginal hysterectomy with Essure® removal, in addition to, placement of a

pubovaginal sling and suprapubic catheter with cystoscopy. The operative report states: “[t]he
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uterns was examined and noted to have the [Essure®] coils in the corneal areas. The sidewalls
were éxamined and noted to be slightly oozy.”

417. Since her hysterectomy: and the removal of the device, Plaintiff Varney’s
symptoms and her Mondor’s Disease have completely resolved.

418. But for Essure®, Plaintiff would not have suffered from the pain, suffering and
disease for over 4 yearsr, described above, and would not have been requiréd to undergo a

hysterectoniy ata young age.

VIIL. AGENCY, ALTER-EGO, JOINT VENTURE, AND CONSPIRACY

438. At all times herein mentioned, the Defendants were fully informed of the actions
of their agents, representatives, contractors, and/or employees, and thereafter, né officer, diréétor
or managing agent of the Defendants repudiated those actions. The failure to repudiate
constituted adoption and épproval of said actions, and all Defendants and each of them thereby

ratified those actions.

439. At ali times mentioned ilerein, there existed (and still exists) a unity of interest
~ between certain Defendants and other certain Defendants such that any individuality and
- separateness between the certain Defendants has ceased, and these Defendants are the alter-egos
of the other certain Defendants and exerted control over those Defendaﬁts. Bayer AG controlled
ts wholly owned subsidiaries to such a degree and in such a manner as to reﬁder them more
business units and to make them merely an agency, instrumentality, adjunct, or its alter ego.
Adherence to the ﬁction of the separate existence of these certain Defendants as entities distinct
from other certain Defendants will permit an abuse of the corporate privilege, sanction a fraud,

and/or promote injustice.

70



Case: 7:17-cv-00057-KKC Doc #: 1-1 Filed: 03/23/17 Page: 79 of 199 - Page ID#: 94

440. Each of the Bayer Defendanfs herein expressly or imfaliedly agreed to work With -
and assist each other Defendant and unnamed parties, toward the common purpose of promoﬁng,
recommending, and selling Essum® and toward the common interest of pécuniary gain.

441. Each of the Bayer Defendants herein performed thé acts and omissions described
herein in concert with the other Bayer Defendants herein and/or pursuant to a common desigﬁ
with the other Defendants herein.

442. Each of the Bayer Defendants herein knew the acts and omissions of the other
Bayer Defendants herein constituted a breach of duty, and yet, each Bayer Defendant provided
each other Bayer Defendant substantial assistance and/or encouragement.

443. Each of the Bayer Defendants herein provided substantial assistance to the other
Bayer Defendants herein in accomplishing the intentional and tortious conduct described herein,
and each Bayer Defendants’ conduct, even when separately considered, constitutes a breach of

duties owed to the Plaintiffs.

444. At a]l times herein mentioned, each of the Bayer Defendaﬁts were engaged in the
business of .and/or were a successor in interest to and/or affiliated with/associated
with/indistinguishable from entities engaged in the businéss of researching, designing,
fofrnulatihg, compounding, teéting, manufactu_ring, producing, processing, assembling,
inspecting, distributing, marketing, labeling, promoting, packaging, prescribing, advertising for
sale, and/or selling Essure® device for use by thé Plaintiffs and the Plaintiffs’ physicians. As
such, each of the Bayer Defendants is individually, as well as jointly and severally, liable to the
Plaintiffs fdr the Plaintiffs’ damages.

445. The conduct of the Defendants herein caused the Plaintiffs’ harm as described

herein. The Plaintiffs’ harm is not in any way attributable to any fault of the Plaintiffs.

71



Case: 7:17-cv-00057-KKC Doc #: 1-1 Filed: 03/23/17 Page: 80 of 199 - Page ID#: 95

Uncertainty may exist regarding which Defendant(s) and/or corﬁbination of Defendants .caused
“the Plaintiffs’ harm. The Defendants possess superior knowledge and information regarding
which Defendant(s) and/or combination of Defendants caused the Plaintiffs’ injuriés.
446. Thus, the burden of .proof should be upon each Defendant to prove that the
Defendant has not caused the harms suffer;d by the Plaintiffs.
447. Due to the above, each Cause of Action named below is asserted against each
Defendant herein, jointly. and severally, evén if each and every Defendant herein is not

specifically identified as to each and every count.

IX. PLAINTIFFS ARE ENTITLED TO PUNITIVE DAMAGES

448. Plaintiffs repeat and incorporate by reférence all other paragraphs of this
Complaint as if fully set forth hérein and further allege as follows:

449. As a result of Conceptus and Bayer’s oppression, fraudulent concealment,
wantonness, malice, and reckless disregard for Plaintiffs’ safety, Plaintiffs are entitled to punitive

or exemplary damages to the fullest extent necessary as plead in detail below.

X. CLAIMS FOR RELIEF

FIRST CAUSE OF ACTION
Stengel110 Failure to Warn
Restat. 2d of Torts § 388'!!
Restat. 3d of Torts: Products Liability § 2112
Restat. 3d of Torts: Products Liability § 6(d)'"

450.  Plaintiffs repeat and incorporate by reference all other paragraphs of this

Complaint as if fully set forth herein and further allege as follows:

A. CONCEPTUS AND BAYER HAD A DUTY TO REPORT ADVERSE

10 Stengel v. Medtronic, Inc., 704 F.3d 1224 (9th Cir. 2013).

1 Adopted by Lloyd v. Lloyd, 479 S.W.2d 623, 625 (Ky. 1972); see also Larkin v Pfizer, 153 S.W.3d 758 (Ky.
2004).

12 See Larkin v. Pfizer, 153 S.W.3d 758 (Ky. 2004).

'3 Adopted in Larkin v. Pfizer, 153 S.W.3d 758 (Ky. 2004).
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EVENTS TO THE FDA UNDER FEDERAL LAW.

:451. Conceptus and Bayer at all times herein were medical device manufacturers
and subject to the Medical Device Reporting (MDR) regulations under 21 CFR § 803.

452.  As discussed above, Conceptus and Bayer, through their employees and agents,
had a federal duty to “report deaths and seﬁous injuries that a device [such as Essure®] has or
may have caused or contributed to, establish and maintain adverse event files, and submit
summary annual reports” of these Adverse Events (“AEs”) related to Essure® to the FDA. See
21 C.F.R. § 803.1.

453. “These reports help [the FDA] fé protect the public health by helping to ensure
that devices are not adulterated or misbranded and are safe and effective for their intended use.”
Id

454, As set out in detail' above, Conceptﬁs and Bayer failed to timely and accurately
report to the FDA these adverse events reasonably associated with the use of their medical
device, Essﬁre®. The Defendants’ failure to repdrt was in violatioﬁ of their duties under the
PMA, FDCA and various federal regulations (e.g. 21 CFR.§ 803.1-.58, 21 C.F.R. § 814.82).

1. Conceptus and Bayer Had a Federal Duty to Report AEs Under the
“Conditions for Approval” of Essure®’s PMA.

455.  Class III devices, such as Essure®, are required to‘ go through the PMA process to
provide reasonable assurance of their safety and effectiveness.

456. The federal government has established requirementé applicable to Essure® in part
because of the PMA process established specific requirements applicable to the device, including |
Conceptus’ and Bayer’s duties under the “Conditions for Approval” to E'ssure®’s_ PMA to issue a
®

CBE (as explained in Paragraphs above) or to seek a PMA supplement to change Essure™s

labeling “when unanticipated adverse effects, increases in the incidence of anticipated adverse
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effects, or device failures necessitate a labeling, manufacturing, or device modification,”*!*

described in 999(C) above. Thesfe Conditions for Apprdval require manufacturers, like
Conceptus and Bayer, to take the steps to change their labeling ﬁnder such circumstances in
order to assure that the devices “are not adulterated or misbranded and are safe and effecti\./e for
their intended use.”?

457. Further, the FDA may impose post-approval requirements, _including a
“[c]ontinuing evaluation and periodic reporting on the safety, effectiveness, and reliability éf the
device for its intended use.”!!®

458. The FDA did impose the'sé post-approval requirements in the Essure® PMA,
which stated that the in order for the FDA to be continually assured of the safety and
effectiveness of the device, an “Adverse Reaction Report” of “Device Defect Report” should be

. filed within 10 days of Bayer and Conceptus receiving knowledge or information of, in part,
“[a]ny adverse reaction, side effect, injury, toxicity, or sensitivity reaction that is attributable to
the dévice and: a. has not been addressed by the device’s labeling; or b. has been addressed by
the deVice’s labeling but is occurring with unexpected severity or ﬁ'equency.;’

459. Instead, and in violation of 21 C.F.R. § 820:198, 21 C.F.R. § 803.3 and the
Essure® PMA “Conditions of Approval,” Conceptus and Bayer (1) failed to appropriately
respond to adverse incidept reports, including but not liﬁlited to, reports of device migration

outside of the fallopian tubes and/or device fracture/breakage, which strongly indicated the

Essure® device was malfunctioning or otherwise not responding to its Design Objective Intent,

11 See http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/
PremarketSubmissions/PremarketApprovalPMA/ucm134504.htm. _

15 These requirements are identical to that required of a drug manufacturer in the same or similar circumstances.
See also 21 CF.R. § 814.80, which requires that a device “not be manufactured, packaged, stored, labeled,
distributed, or advertised in a manner that is inconsistent with any conditions to approval specified in the PMA
approval order for the device.”

1621 CFR. § 814.82
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which was to remain permanently in Plaintiffs’ fallopian tubes, and (2) Conceptus and Bayer
continued to place Essure® into the stream of interstate commerce when they knew, or should
have known, that the Essure® device was malfunctioning or otherwisé not responding to its
Design Objective Intent.

2. Conceptus and Bayer Had a Duty to Report Adverse Events Undef 21
C.F.R. § 803.50, § 814.82.

460.  As described above, a medical device manufacturer's obligations do not end with
FDA's Premarket Approval ("PMA") process. Under federal law é medical device manufacturer
has a continuing duty to rhonitor. their product after premarket approval and to discover and.
report to the FDA any complaints about the product’s performénce and any adverse health
consequences of which if becafne aware and that are or may be attributable to the produﬁt.

461. As detailed above, this includes information the manufacturer receives or
otherwise becomes aware of, frorh any source, that reasopably suggests that a device may have
caused or contributed to death or seﬁous injury; or has malfunctioned in a manner that would
likely “cause or contribute to a death or serious injury” if it recurred.'!’

462. As discussed in detail above, Concebtus and Bayer failed to report and/or timely
report adverse events, including but not limited to, complaints of device migration, device
fracture/breakage, perforation, heavy menstrual cycle bleeding, and long-term chronic pain, all
of which are serious injuries or may lead to a serious injury. |

463. As detailed above, the FDA discovered the overwhelming number of Essure®

adverse events only after women were no longer forced to report their problems directly to

Conceptus or Bayer (or indirectly through healthcare providers), and had the option to use the

“MedWatcher App” and report directly to the FDA.

1721 C.F.R. § 803.50(a); see also 21 U.S.C. § 360i(a) (further detailing the post approval reporting requirements
applicable to device manufacturers).
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4647 The FDA received 8,950 of the approximately 9,900 MDRs regerding Essure®
between October 26, 2013 and December 31, 2015. |

465. The most frequent MDRs fegarding patient problems were as follows:
“pain/abdominal pain (6989), heavier menses/menstmal irregularities (3210), headache (2990),
fatigue (2159), and weight fluctuations (2088). Most of the reports received listed multiple
patient problems in each.report.”A “The most frequent device problems’reported ‘were patient-
device incompatibility (2016) (for example, possible nickel allergy), migration of the device or
device component (854), device operating differently the.n expected (490), device breakage
(429), device difficult to remove (280), malpoéition of the device (199), and device difficult to
insert (187). Mtﬂtiple device problems can also be listed in each report.”l_18

466. - Defepdants’ failure to report adverse events is ﬁn‘ther evidenced by the 2011 FDA
Form 483.'"

| 467. Conceptus and Bayer failed to adequately disclose to the FDA under its

regulations Adverse Events which clearly irnpacted the safety, effectiveness, and foreseeable
risk, and revealed increased risks and dangers of Essur.e® of which these manufacturers were
informed after Essure®s PMA approval.

3. Conceptus and Baver Had a Federél Duty to Report New Clinical
Investigations and/or Scientific Studies under 21 C.F.R. § 814.84(b)(2).

468.  As discussed in detail above, Conceptus and Bayer failed to report new clinical
investigations and/or scientific studies concerning the Essure® device about which Conceptus
and Bayer knew or reasonably should have known, including but not limited to the Cornell

study, the article pliblished in the online medical journal Conception, and the eight (8) articles

U8 hity://www.fda. gov/MedicalDevices/ProductsandMedicalProcédures/ImplantsandProsthetics/Essure
PermanentBirthControl/ucm452254 htm
19 hitp://3g 28x72qeng62erdph228vgl. wpengine.netdna-cdn.com/wp-content/uploads/Conceptus-2011-483.pdf
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- describing twelve (12) cases of Essure® abdominal migration published between January 2002
and December 2013 that were never reporteci to the FDA.

4. Conceptus and Bayer Had Continuing Duties Under 21 C.F.R. SS
820.198, 820.300, 820.700 & 820.100 to Discover, Investigate and Respond
to Adverse Events.

469. Federal law also requires certain procedures be put into place to-discover and
address adverse events and their causes. Conceptus and Bayer violated these requirements as
follows:

A) 21 C.E.R. § 820.100: Conceptus and Bayer: (1) failed to routinely
~ analyze complaints and other sources of quality data to identify existing
and potential causes of nonconforming products or other quality
problems and failed to use appropriate statistical methodology to detect
recurring quality problems, including but not limited to, complaints of -
perforation, device migration, and/or device fracture/breakage; (2) failed
“to investigate the cause of nonconformities relating to product, processes,
and the quality system; (3) failed to identify the action(s) needed to
correct and prevent recurrence of such nonconforming product and other
quality problems; and (4) failed to take any and all Corrective and
Preventive Actions (“CAPA”) necessary to address non-conformance and
other internal quality control issues;

B) 21 C.F.R. § 820.198: Conceptus and Bayer had duties to receive, review,
investigate, evaluate, record and report adverse events. “[Rlecords of
investigation under this paragraph shall include a determination of: (a)

' [w]hether the device failed to meet specifications; (b) [w]hether the
device was being used for treatment or diagnosis; and (c) [t]he
relationship, if any, of the device to the reported incident or adverse
event.” Conceptus and Bayer failed to comply with these quality control

- standards, and failed to establish and maintain procedures for
implementing CAPAs in response to, infer alia, complaints of, but not
limited to, device migration, device fracture/breakage, perforation, heavy
menstrual cycle bleeding, long- term chronic pain, and other quality
problems associated with the Essure® device; and failed to appropriately
respond to adverse incident reports, including but not limited to, reports
of device migration outside of the fallopian tubes and/or device
fracture/breakage, which strongly indicated the Essure® device was
malfunctioning or otherwise not responding to its Design Objective
Intent, which was to remain permanently in Plaintiffs’ fallopian tubes;
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O 21 C.F.R. § 820.30: Conceptus and Bayer failed to establish and
~ maintain procedures for validating the device design, including testing of
production units under actual or simulated use conditions, creation of a
risk plan, and conducting risk analyses, upon obtaining knowledge of
device failures including but not limited to perforation, device migration,

and/or device fracture/breakage; and,

D) 21 C.F.R. § 820.70: Conceptus and Bayer failed to establish Quality -
Management Systems (“QMS”) procedures to assess potential causes of
non-conforming products, including but not limited to device migration,
device fracture/breakage, and/or latent manufacturing defects, and other
quality problems with the Essure device. '

5. Conceptus and Bayer Had a Federal Duty to Modify Essure®’s Labelmg '
under 21 C.F.R. § 803.39(a).

470. Any changes the manufacturer believes could affeét the séfety and effectiveness
of the device must be submitted via a “PMA Supplemen_t,” to the FDA for approval under 21
C.F.R. § 803.39(a).

471. While the burden for determining whether a supplement is required is primarily
on the PMA holder, changes for which an applicant shall submit a PMA supplement include, but
are not limited to, labeiing changes if they effect the safety and effectiveness of the device.'?

472. Conceptus and Bay-er had a duty to submit a PMA supplement once it knew or
should have known that the label approved by thé FDA under the PMA approval had become
inadequate, due to the multiple post-approval reports of serious adverse events associated with
the use of Essure®.

473. Due to its failure to submit a PMA sup?lement, the labeling originally approved
by the FDA for Essure® became inadequate before the Plaintiffs’ surgery and thus failed to
protect the public héalth bby failing to adequately disclose thé harms, risks and benefits of

Essure®.

120 91 C.F.R. § 814.39(a).
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6. Conceptus and Bayer Chose Not to Submit a “CBE” Supplement121

Under 21 C.F.R. § 803.39(d).

474.  Although most changes to the labeling of a device after premarket approval
require FDA approval of a supplemental application, under the CBE regulation é manufacturer
may place into effect any change that enhances the safety of the device or the safety in the use of
the device prior to the receipt of a written FDA order approving the PMA supplement, inciuding:

 “[1]abeling changes that add or strengthen a contraindication, warning, precaut‘ion,

or information about an adverse reaction for which there is reasonable evidence of

a causal association'*?

475. Under those reguia;[ions, the manufacturer is required to notify the FDA of
‘;Changes Being Effected” to a device’s labeling.

476.  Under the FDA’s CBE supplement procedure, Conceptus and Bayer could have
unilaterally (without prior FDA approval) added a stronger, accurate Warﬁing to Essure® oncé
they learned of the adverse events associated with the device. 7

477. Conceptus and Bayer had a duty to amend and strengthen its labeiixlg for Essure®
once it knew or should have known that the label approved by the FDA undér the PMA approval
had become inadequate, due to the multiple post-PMA approval reports of serious adverse events
associated with the use of Essure®, which Bayer failed to properly feport to the FDA and failed
to adeqﬁately invéstigate. A CBE sﬁpplement would have been one way for Bayer to satisfy tﬁis
federal duty. |

478. Thus, under the PMA approval, and under 21 C.F.R. § 803.‘3 9(a), Bayer was

required to modify and stfengthen the Essure® labeling and was permitted to do so without prior

FDA approval.

121 In this Complaint, “CBE” refers to “Changes Being Effected” pursuant to 21 C.F.R. § 814.39 (2012)
271 CFR. §814. 39(d) (2012).
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479. The FDA, in its website, readily advises and recognizes that such a change can be
made without preapproval, and that the change is not inconsistent with ahy device specific
regulations. '

480. There is no evidence that the FDA would have rejected a. CBE label change, and
in fact the subseqﬁent .“Black Box Warning” and patient check-list from the FDA indicates that

" the FDA would have. accepted any label which strengthened the safety warnings had the FDA
known of all the adverse events that these Defendants had a duty to report.

481. Due to the Defendants’ failure to strengthen its warning under a CBE or through a
PMA supplement, the labeling approved by the FDA in the Essure® PMA became inadequate
and did not disclose the harms, risks and dangers of Essure® whicﬁ were known or should have

been known through adequate investigation of adverse events by Bayer and Conceptus. .

B. CONCEPTUS AND BAYER HAD A DUTY TO REPORT ADVERSE
EVENTS TO THE FDA UNDER KENTUCKY LAW AND A DUTY TO
MODIFY THE LABELING BASED ON KENTUCKY LAW TO
ADEQUATELY WARN PHYSICIANS AND THEIR PATIENTS. '
482. Under Kentucky state law, these Defendants had a parallel and identical duty to
report and warn the FDA and other third parties of dangers associated with medical devices
marketed for uses intended by them.'**
483. These state law requirements provided only another reason for these Defendants
to conform to their duties under federal law, FDA Regulations and PMA Conditions of
Approval, detailed above.

484. Such parallel duties were essentially identical because both required these -

Defendants to take the same action in order to assure the safe and effective use of their medical

123 See http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/
PremarketSubmissions/PremarketApprovalPMA/ucm050467.htm

12 See Larkin v. Pfizer, 153 S.W.3d 758 (Ky. 2004) (There is a common law duty to warn in Kentucky), citing Post
v. Am. Cleaning Equip. Corp., 437 S.W.2d 516 (Ky. 1968).
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~ devices. Both required not only that serious adverse events be reported to third parties, but also
that these Defendants investigate such events and determine the root cause of such egfents.
Under Kentucky law, Conceptus and Bayer had a duty to warn pursuant to the Restatement 2d of
Torts § 388 (19‘65).125 Comment n provides that, |

a supplier's duty to warn is discharged by providing information about the

product's dangerous propensities fo a third person upon whom it can reasonably

rely to communicate the information to the ultimate users of the product or those

who may be exposed to its hazardous effects. Restatement (2d) of Torts § 388

cmt. n.'*® ‘

485. Concepﬁis and Bayer had a duty to warn uﬁder Restatement 3d of Torts: Products
Liability § 2 (1998)-, which states, in part, that a product is d.efecti\./e when, at the time of sale or
distribution, it is defective because of inadequate instructions or warnings. A product “is
defective because of inadequate insﬁuctions or warnings when the foreseeable risks of harm
tsuch as those reflected in adverse event report] posed by the product could have been reduced or
avoided by the provisipn of reasonable instrﬂctiéns or wémings by the seller or other distributor,
or a predecessor in the comn;ercial chain of distribution, an;:l the omission of the instmcﬁons or
warnings renders the product not reasonably safe.” Comment (i) explains that “[d]epending on
the circumstances, Subsection (c) may require that instructions and warnings be given not only to

- purchasers, users, and consumers, but also to others who a reasonable seller should know wil] E
be in a position to reduce or avoid the risk of harm.” (Emphasis added.)

486. Under Kentucky state law, the FDA (regarding Adverse Events relating to

Essure®) is and was another person, “who a reasonable seller should know will be in a posiﬁon to

reduce or avoid the risk of harm.”

125 Adopted by Lloyd v. Lloyd, 479 S.W.2d 623, 625 (Ky. 1972); see also Larkin v. Pfizer, 153 S.W.3d 758 (Ky.
2004). ‘ :

126 Emphasis added. See also McLaughlin v. Bayer Corp., 2016 U.S. Dist. LEXIS 37516,*85 (E.D. Pa.

Mar. 22, 2016). o
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487. Conceptus and Bayer had a duty to warn under Restatement 3d of Torts: Products
'Liability § 6(d)."”” Restat. 3d. § 6(d) provides that:

[A] medical device is not reasonably safe due to inadequate instructions or

warnings if reasonable instructions or warnings regarding foreseeable risks of

harm are not provided to: (1) prescribing or other health-care providers who are in

position to reduce the risks of harm in accordance with the instructions or

warnings; or (2) the patient when the manufacturer knows or has reason to know

that health-care providers will not be in a position to reduce the risks of harm in

accordance with the instructions or warnings. '

488. The “learned intermediary rule,” which is generally an exception to a
manufacturer’s duty to warn, cannot apply where a device manufacturer fails at its legal
oingation to provide adequate warning to the health-care provider.'?® “If the manufacturer fails
to adequately warn the learned intermediary, then it may be liable to the injured patient-
consumer."'%

489. Conceptus’ and Bayer’s failure to report Adverse Events to the FDA resulted in
the PMA-approved labeling and warnings for Essure® being inadequate, due to the additional
“after-acquired” information regarding the harms, risks and benefits contained in the Adverse

Events associated with Essure® that were not reported to the FDA, not available to the FDA at

the time of the PMA approval and/or not adequately investigated by Conceptus and Bayer.

C. CONCEPTUS’ AND BAYER’S DUTY TO WARN UNDER KENTUCKY
LAW IS NOT DIFFERENT FROM OR IN ADDITION TO FEDERAL
REQUIREMENTS.

490. “State requirements are preempted under the MDA only to the extent that they are

“different from, or in addition to” the requirements imposed by federal law.!*® Thus, § 360k

does not prevent a State from providing a damages remedy for claims premised on a violation of

127 Adopted in Larkin v. Pfizer, 153 S.W.3d 758 (Ky. 2004).
128 1 arkin at 764, 770.

12 14 (internal citations omitted).

921 U.S.C. § 360k(a)(1).
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FDA regulations; the state _duties' in such a case “parallel,” rather than add to, federal
req‘uirements.”13 ! |

491. As described above, claims for failure to wam ére not preempted. “Failure to
warn claims are ﬁeither expressly nor impliedly preempted by the MDA fo the extent that this
claim is premised on [the defendant manufacturer]’s violation of FDA regulations with respect to
reporting [adverse outcomes] caused by the device.”'**

492.  Plaintiffs are not suing because Bayer’s and Conceptus’ conduct violated federal
law. Instead, Plaintiffs are suing based on the premise tha;[ Bayer’s and Conceptus’ conduct
violates parallel regulations and requirements under Kentucky law.

493. Kentucky law does not impose requirements that are different from, or in addition
to re(iuirements under federal law, and therefore Plaintiffs’ claims are not preempted.
“Although Plaintiffs cannot [under Kentucky llaw] bring a negligence per se claim based on
violations of the FDA regulations and FDCA provisions, Kentucky courts have held that federal

P13 essence,

laws can support the existence of a dufy of care in a negligence action.
Kentucky law incorporates FDA standards of care as a part of the duty of care in state law
negligeﬁée actions; therefore, state law duties in this instance are identical to requirements of
federal law, FDA Regulations, PMA requirements and the PMA Conditions of Approval.

494. Conceptus and Bayer had a continuing duty under the various regulations

discussed above and per the terms of the PMA approval by the FDA to monitor its product after

receiving FDA approval and to discover and reporf to the FDA any complaints about the

B! Riegel v. Medtronic, 552 U.S. 312, 330 (2008).

2 Hughes v. Boston Scientific Corp., 631 F.3d 762, 776 (5th Cir. 2011). ‘
3 Sadler v. Advanced Bionics, Inc., 929 F. Supp. 2d 670, 2013 U.S. Dist. LEXIS 32228, 2013 WL 898152 (WD
Ky. 2013).
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product’s performance and any adverse health consequences and other sucﬁ serious events of
which they became aware.

495.. Conceptus and Bayer failed to perform these duties under federal law to warn the
FDA, and thus failed to perform its dilty under Kentucky law, és these Defendants had a parallel
duty to report and warn the FDA and other third parties of dangers -associated with medical
devices marketed for uses intended by them.

496.  Under the above Restatements, which have been adopted by Kentucky, the FDA
isa “third person” in a position to reduce the foreseeable risks and harms suffered by Plaintiffs in
their use of Essure® thus, these Defendants had identical federal and state law duties to inform
the FDA bf the adverse events they knew or had reason to know about regarding Essure®,_ o)

- consumers, such as Plaintiffs, and their physicians were properly Momed of the dangerous
condiﬁops (;f the Essure® device and the facts which made it likely to be dangerous, so as to
provide adequate warning of foreseeable risks of harm.

- 497. Alterhatively, under Restat. 3d. § 2 and 6(d), Conceptus and Bayer had a duty to
warn of foreseeable harms regarding the _Essure® dexfice By taking steps to modify the labeling to
include harms, risks and benefits of the Essure® device that were not known or apparént at the
time the FDA gave its PMA approval to the Essure® labeling, but which later became apparent
through multiple reports of Adversé Events, which Bayer and Conceptus failed to timely report
to the FDA and failed to adequately investigate. This state law duty to modify the labeling is
identical to the federal duty under Essure®s PMA “Conditions of Approval, “whiph required

Bayer and Conceptus to “[sJubmit a PMA supplement when uﬁanticipated adverse. effects, .

increases in the incidence of anticipated adverse effects, or device failures necessitate a labeling,
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manufacturing, or device modification.” Had Bayer and Concéptus conformed to these duties,
Plaintiffs and their physicians would have beeﬁ adequately warned. |
| 498. - Bayer and Conceptus could have submitted a CBE under 21 C.F.R. § 803.39(d) to
seek such a modification or could have .submitted a PMA supplement so seeking. Bayer and
-Conceptus failed to do either and thus violatéd ifs federal and state law parallel dufcies to modify
the labeling and include the information to which it had access, _through the adverse events (AEs)
which it failed to report. Béyer’s and Conceptus’ state law duties to modify the labeling are
simply additional reasons f(')r them to perform their federal duties, explainéd above.
499. Kentucky la§v exists independently of federal law. Here, Plaintiffs are not
atterﬁpting to enforce federal law. Instead, Plaintiffs are seeking to hold Conceptus and Bayer
liable for violating the state law duties to warn of the known dangers of Essure®, which parallel

federal regulations and requirements'.

D. THERE IS A CAUSAL AND FACTUAL NEXUS BETWEEN
PLAINTIFFS’ INJURIES AND THE BAYER DEFENDANTS’ BREACH
OF THEIR STATE LAW DUTIES, AND IDENTICAL FEDERAL
REQUIREMENTS. -

500. As discussed in detail above, Conceptus and Bayer failed to review, investigate,
evaluate, record and report adverse events, and/or timely report adverse events, including but not
limited to: complaints of device migration, device fracture/breakage, perforation, heavy
menstrual cycle bleeding, and long-term chronic pain, all of which are serious injuries or may
lead to a serious injury because such injuries required Plaintiffs to undergo surgical intervention

to prevent further injury.'**

501. As discussed in detail above, Conceptus and Bayer failed to report new clinical

investigations and/or scientific studies concerning the Essure® device about which Conceptus

3*See 21 C.F.R. § 803.50; 21 C.F.R. § 814.80; and 21 U.S.C. § 360i(a).
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and Bayer knew or reasonably should have known, including but not limited to the Cornell
study, the article published in the on1'1n¢ medical journal Conception, and the eight (8) articles
describing 12 cases of Essure® abdominal migration published between January 2002 and
December 2013 fhat were never reported to the FDA.'**

502. As discussed in detail above, Conceptus and Bayer failed to: (1) analyze or
identify existing potential causes of non-gonforming pfoducts and other quality problems; (2)
follow procedures used to control products which did not conform to speéiﬁcations; (35 take any
and all Corrective and Preventative Actions (“CAPA”) necéssary to address non-conformance
and other internal quality control issueé; and/or (4) co;lduct adequate risk analysis.

503. Had Conceptus and Bayer reported adverse eveﬁts that it knew or had reason to
know to the FDA, the. FDA would have been in a position to reduce' the risk of harm to the
ultimate consumers of Essure® and would have moved to strengthen the warnings in the Essure®
labeling much eaﬂier than February, 20i6.

504. Had C‘onéeptus and Bayer analyzed and identified causes of non—conforming
products and quality problems, conducted adequate risk analysis, and implemented CAPA és ,
required, the FDA would have been on notice of harms of Essure® much earlier and would have

136

been in a position to reduce the harm to consumers.” Instead, the non-compliance with quality

control and CAPA is another example of the trend by Bayer and Conceptus to provide

inadequate follow-up and reporting regarding adverse eveh_ts associated with Essure®.

135 See 21 C.F.R. § 814.84(b)(2).

13§ «postmarket surveillance is designed to better 1dent1fy uncommon but potentially serious adverse events related
to the use of the device in the general public.” Analysis of Adverse Events With Essure Hysteroscopic Sterilization
Reported to the Manufacturer and User Facility Device Experience Database, available at:

http://www.jmig.org/article/S1553-4650(13)00281-1/fulltext
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1. Had Bayer and Conceptus Reported Adverse Events Earlier, the FDA
Would Have Moved To Strengthen the Essure Labelmg Much Earlier,
Prior to Plaintiffs’ Implantations.

'505.  As described above, the information that led thé FDA to take steps to strengthen
thé labeling wﬁs available much earlier to these Defendants and this information would have led
the FDA to strengthen the labeling much earlier, before implantation of the device into Plaintiffs.
However, Bayer and Conceptus failed to report adverse events to the FDA and thus Plaintiffs and
their implanting physicians were not informed of the true risks gnd benefits of the Essure® device
priér to Plaintiffs’ surgeries.

506. Had Bayer and Conceptus timely reported adverse events to tﬁe FDA that they
either knew about of should have known, FDA would have provided warning of foreseeable
risks of harm to Plaintiffs" implahting physicians, who would have been in a position to inform
Plaintiffs of these risks.

507. Had Plaintiffs been informed of these risks? they would have declined to have the
device implanted and they would not have suffered injuries.

2. Had Bayer and Conceptus Investigated and Reported Adverse Event's.

Earlier, the Information in Those AEs Would Have Been Available to the
Medical Community as a Whole. :

508. Under state and federal law, Conceptus and Bayer are charged with knowing the
risks and benefits of their medical device products. Nevertheless, these Defendants did not
reveal their knowledge or i'n-vestigate the causes of these adverse events. Instead, women
implanted with the Essure® device reported adverse events directly to the FDA through the

“MedWatcher app.”"*’

7 See “Increasing Patient Engagement in Pharmacovigilance Through Online Community Outreach and Mobile
Reporting Applications: An Analysis of Adverse Event Reporting for the Essure Device in the US” available online

at:;_http://link.springer.com/article/10.1007/s40290-015-0106-6/fulltext.html
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509.  As stated above, approximately 90% of all Essure® related adverse events were
reported from October of 2013 to December of 2015 by patients through MedWatcher.

510. The FDA'publishes adverse events and MDRs in a public, searchable database
called MAUDE and updates the report monthly with all reports recéived prior to the update.
The general public, including physicians and patients, may use thé MAUDE database to obtain
safety data on medical devices. For example, in October of 2015, Dr. Dhruva, ef al. published
a study in the New England Journal of Medicine entitled Revisiting Essure — Toward Safe
and Effective Sterilization, which assessed the safety and effectiveness of Essure®!*®  This

| study was based in‘part on a search and analysis of the MAUDE database. The study
concluded that the increase in reported Essure® related adverse event complaints since mid-
2013 led tﬁe FDA to update Essure®s patient label in 2014 to include information about risks
of chronic pelvic pain and device _migration into the lower abdomen and pelvis, and led to
the FDA’s décision to reconvene its Obstetricé and Gynecology Devices Panel to reassess
Essure®’s safety and effectiveness on September 24, 2015.

511. Similarly, a study published in November 2013 in The Journal of Minimally
invasive Gynecology entitled Awnalysis of Adverse Events With Essure Hysteroscopic
Sterilization Reported to the Manufacturer and User Facility Device Experience Database,
utilized the FDA’s MAUDE database.'® The study objective stated that the MAUDE database |
is useful for clinicians using an FDA approved medical device to identify the éccmrence of

adverse events and complications.

138 See “Revisiting Essure — Toward Safe and Effective Sterilization,” available at:
http://www.nejm.org/doi/pdf/10.1056/NEJMp1510514.

1% See “Analysis of Adverse Events With Essure Hysteroscopic Sterilization Reported to the Manufacturer and User
Facility Device Experience Database,” available at: http://www.jmig.org/article/S1553-4650(13)00281-1/fulltext
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512. If Conceptus and Bayer had timely and accurately‘ investigated such adverse
events and reported them to the FDA, these reports would have been publically aVailable and
would have effectively warned Plaintiffs’ physicians both directly, such as through the MAUDE
database, and through the discﬁssioh of adverse events that would have occurred iﬁ the published
literature and in the lmedical-comlmmity, much earlier.

513. Because of Conceptus and Bayer’s failures, Plaintiffs’ surgeons relied on
inadequate, false and misleading information concerning the benefits and harms when deciding

“to use the Essure® device 1n Plaintiffs’ surgeries.
3. Had Bayer and Conceptus Modified the Essure® Labeling as Required

under State and Federal Law, Information Regarding the True Risks,
Harms and Benefits of Essure® would have been Available Much Earlier.

514. Defendants were aware that the intended uses of Essure® were .likely to cause
adverse events that were neither as safe nor as effective as available alternative products and
" medical treatments. These harms, risks and benefits (revealed by adverse events reported to
Bayer only after the original PMA approval of the labeling) wére not contained in the original
labeling and therefore were not adequately reported in that labeling.

515. Bayer and Conceptus failed to comply with the Essﬁre_® PMA “Conditions of
Approval,” and 21 CF.R. § 814.39 which required them to “[sJubmit a PMA supplement when
unanticipated adverse effects, increases in the incidence of anticipated adverse effects, or device.
failures necessitate é labeling, manufacturing, or device modification.”

516f Bayer and Conceptus could have complied ‘with. its requirements under the
Conditions of Approval (and/or the FDA Re}gulatibns) by either submitting a CBE under 21
CFR. §803.39(d), or by filing a suﬁplemental_PMA to modify the warnings to reflect the true

harms, risks and benefits of the device.
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517. Had an appropriate warning regarding the risks associated with the use of Essure®

been provided, Plaintiffs’ physicians would not have used the device and Plaintiffs would not
have consented to its use.

4. Had Baver and Conceptus Conformed to their Identical State and
Federal Duties, Plaintiffs’ Specific Injuries Would Not Have Qccurred.

518. As a direct and proximate cause of one or more of the above-listed dangefous
-conditions, defects and negligence, Plaintiffs sustained serious injuries of a personal and

® surgeries to the present.

pecuniary nature from the date of their Essure

: 519. Plaintiffs suffered from injuries including, but not limited to, pain subsequent
surgeries, heavy bleeding, hair loss, rashes, dyspareunia, joint pain, and allergic reactions
following their Essure® implantations.

520. Because Conceptus and Bayer failed to submit and)or timely submit a PMA
supplement and make a labeling change to add of strengtheﬁ a contraindication, warning,
precaution, or information about an adverse reaction, thefe is reasonable evidence of a causal
association between Plaintiffs’ injuries and these Defendants’ failures to comply with féderal and
state duties; such evidence includes but is not limited to the thousands of reported and unreported
adverse events consisting of serious injuries and pregnancies, the numerous Essure® studies
consisting of thousands of women reporting that patients who undergo the Essure® procedure are
more likely to experience injuries and complications which require or will require surgical
intervention or re-operétion,' and the over 30,000 unreported complaints contained in Conceptus
and Bayer's complaint files.

521.  The 2002 Essure® label described cramps as a typical temporary effect, and only

described a micro-insert outside of the fallopian tube as an “incorrect position” found in the
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clinical studies, among three other issues including perforation, expulsion and placement too far
or not far enough in the tube, in 4% of women at a routine 3-month follow up.'*°

522. It was not until October of 2013 that Conceptus changed the patient information
booklet to include risks of chronic pain .and‘ device migrat‘ion.141 However, the modified label
stated: “There are reports of the Essure® insert migrating.” This modification of the labeling
provided ‘only a vague reference, and would have been much stronger and more informative, as
required by the FDA in 2016, had the true information regarding adverse events been reported
and investigated by these Defeﬁdants. |

523. Had Bayer and Conceptus -complied with the PMA and ﬁmely reported adverse
events, applied for a PMA supplement; or unilaterally changed the label through a CBE,
Plaintiffs and their physicians would have been warned of the true adverse events and incidence
of adverse events prior to Plaintiffs’ surgeries, aﬁd would not have elected to use Essure® for
Plaintiffs’ permanent sterilization needs. | |

524. Defendants’ conduct, as alleged above, was malicious, oppressive, intentional
and/or reckiess,-outrageous, and constituted willful and wanton disregard for thé rights or safety
of others. Such conduct was directed specifically at Plaintiffé and warrants an award of punitive

" damages.

140 http://www.accessdata.fda.gov/cdrh docs/pde/P020014D.ndf
1 hitp://www.accessdata.fda. gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=POZOO 145040
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E. TO THE EXTENT THE ESSURE® WARNING WAS ADEQUATE IT
WAS NULLIFIED BY DEFENDANTS’ CONDUCT.

525. The Essure® Warhing was nullified due to.the reckless or intentional minimizing
and/or downplaying of the nsks of serious side effects, the misrepresentations, concealments and
omissions, and/or the failure to réport known advgrse events by Conceptus and Bayer as
described generally above. |

526.  Conceptus and Bayer created and distributed false and misleading advertising,
including but not limited to representations and warranties regafding the risks, safety,
‘recovery time, and effectiveness of Eséure® in order to convince physicians and patients to
use Essure® over other methods of perfnanent birth confrol, thereby gaining market share, in
violation of 21 U.S.C. §§ 360(q); 360(r) and Kentucky law. |

527. Conceptus and Bayer’s misrepresentations and false and misleading promotion

of Essure® nullified otherwise adequate warnings under Kentucky law. 142

F. ESSURE® IS AN “ADULTERATED” AND “MISBRANDED” DEVICE
AND IS THEREFORE EXTRA-REGULATORY.

528. A Class III device that fails to meet the PMA requirements after marketing is
considered to be adulterated under § 351(f) of the Federal Food, Drug and Cosmetic Act
(“FDCA™).

| 529. Under 21 US.C. § 352 and KRS § 217.065, a device is “misbranded” if .its'
nlabeling is faise or misleading in any particular."* |

5'30. As detailed above, the Essure® device was manufactured, labeled, distributed,

and/or advertised in a manner that is inconsistent with the Conditions for Approval specified in

2 See Hyman & Armstrong, P.S.C. v. Gunderson, 279 S.W.3d 93 (Ky. 2008); see also KRS § 217.105 (“[a]n
advertisement of a ...device...shall be deemed to be false if it is false or misleading in any particular™).
143 See also KRS § 446.070, allowing recovery. of damages for violation of a Kentucky statute.
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the PMA.'#

531. Specifically, these Defendants failed to submit a PMA supplement for

unanticipated adverse effects. and increases in the incidence of anticipated advers_e effects or
- device failures.'*’

532.  As detailed abové, Conceptus and Bayer concealed reports of adverse events, in
violation of federal law, the PMA, and parallel state law.

533. Further, Concei)tus and Bayer (1) failed to appropriately respond to adverse
incident reports, including but not limited to, reports of device migration outside of the fallopian
tubes and/or device f_raéturefbreakage, which strongly indicated the Essure® device was
malfunctioning or otherwise not responding to its Design Objective Intent, which was to
remain permanenﬂy in Plaintiffs’ fallopian tubes, and (2) continued to place Essure® into the
stream of interstate commerce when they knew, or should have known, that the Essure® was
malﬁmctioﬁirgg or otherwise not responding to its Design Objective Intent.

534. Accurate and timelyl reporting of adverse events helps to ensure that devices are
not adulterated or misbranded and are safe and effective for their intended use.

535. Bayer and Conceptus failed to comply with the PMA, thus making the _Essure®
device “adulterated” and extra-regulatory. |

536. Conceptus and Bayér’ promoted.for sale misbranded and adulterated products
because the Essure® label is false | and misleading as Essure® is not a safer and more effective
méthod of permanent sterilization than alternative methods, as evidenced by the over 10,000

reported adverse events consisting of serious injuries and pregnancies, by the numerous Essure®

studies consisting of thousands of women reporting that patients who undergo.\ the Essure®

4421 CF.R. § 814.80. _
145 See http://www.accessdata.fda.gov/cdrh_docs/pdf2/P020014a.pdf
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procedure are more likely to experience injuries and complica‘tions which require or will require
surgical intervention .or re—operétiop, and by the over 30,000 unreported complaints contained in
Conceptus’ and Bayer's complaint files.

537. Plaintiffs are not suing to enforce federal law based on the adulterated.stétus of
the Essure® device, but are instead suiné on the parallel state claims detailed above, which allow
a state cause of action for damages .due'to Bayer’s and Conceptus’ failure to warn the FDA,
Plaintiffs, and Plaintiffs’ physicians of the misbranded condition of the device.

538. Had Plaintiffs andv their physicians known that Essure® was adulterated due to
Conceptus’ and Bayer’s failure to comply with the PMA, Plaintif‘fs Would not have chosen to

have Essure® implanted in their fallopian tubes.

539, Plaintiffs suffered from adverse events known to' Bayer and Conceptus well
beforev Plaintiffs’ implant surgeries. Bayer and Conceptus chose to conceél adverse events in
violation of tﬁe PMA, rendering Essure® adulterated.

540. Therefore, Plaintiffs’ injuries are causally and factually related to the adulterated
status of Essure® due to Bayer and Conceptus’ failure to report adverse events in violation of the |
PMA. |

| SECOND CAUSE OF ACTION

Fraudulent Misrepresentation / Fraud in the Inducement
Restat. 3d of Torts: Products Liability §9.

541. Plaintiffs repeat and incbrporate by reference all other paragraphs of this
Complaint as if fully set forth herein and further allege as follows:
542. Plaintiffs brings a claim against Conceptus and Bayer under Kentucky law for

fraudulent misrepresentation / fraud in the inducement regarding the Essure® device.
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A. CONCEPTUS AND BAYER HAD AFFIRMATIVE AND CONTINUING
FEDERAL - DUTIES TO NOT MAKE FRAUDULENT
MISREPRESENTATIONS OF MATERIAL FACTS REGARDING THE
BENEFITS AND HARMS OF ESSURE®.

543. The Essure® device that was implanted in Plaintiffs was promoted, distributed,
manufactured and used in a manner that is in violation of federal law, the FDCA, the MDA, and
regulations promulgated thereunder.

544. Under the FDCA and FDA’s implementing regulations, labeling and promotional
advertisements, claims about medical devices are deemed misleading if they fail to disclose
certain information about the product’s risks.

545. It was the duty of Conceptus and Bayer to comply with federal law, the
FDCA, the MDA and the regulations. Notwithstanding this duty, Conceptus and Bayer
yiolated federal law, the FDCA, the MDA, and the regulations, including but not limited to, in -
one or more of the following ways:

A) Conceptus and Bayer had duties to not make false or misleading statements

- regarding Essure® under 21 U.S.C. §§ 331(a), 351 & 352(a),(qQ)&(r); 21 US.C.
§§ 360(q)&(r); and 21 C.F.R. § 814.80.
B) Conceptus and Bayer had duties to investigate and address adverse events under
the following regulations: 21 C.F.R. § 820.3(z)(x), 21 C.F.R. § 820.22, 21
C.F.R. § 820.5,21 C.F.R. § 820.1(a), 21 C.F.R. § 820.22, 21 C.F.R. § 820.100;
21 C.F.R. § 820.160(a), 21 C.F.R. § 820.198; 21 C.F.R. § 820.30; 21 C.FR. §
803.3; 21 C.F.R. § 820.70 and 21 C.F.R. § 820.170(a).

) Conceptus and Bayer had duties to submit a PMA supplement and make a

labeling change to add or strengthen a contraindication, warning, precaution, or

information about an adverse reaction for which there is reasonable evidence of
a causal association under 21 C.F.R. § 814.39, 21 C.F.R. § 803.56.

D) Concebtus and Bayer had duties to report adverse events under 21 C.F.R. §
803.50; 21 C.F.R. § 814.80, and 21 U.S.C. § 360i(a).

E) Conceptus and Bayer had duties to report new clinical investigations and/or
scientific studies concerning the Essure® device about which Conceptus and
Bayer knew or reasonably should have known about under 21 C.FR. §
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814.84(b)(2).
546. The above regulations imposed duties on Conceptus and Bayer to accurately,
timely, and honestly represent to the FDA, the public, Plaintiffs and Plaintiffs’ physicians, the

safety and effectiveness of Essure®.

B. CONCEPTUS AND BAYER HAD STATE DUTIES TO NOT MAKE
~ FRAUDULENT MISREPRESENTATIONS . OF MATERIAL FACTS
REGARDING THE BENEFITS AND HARMS OF ESSURE®.

547. In Kentucky, a party claiming harm resulting from fraudulent misrepresentation /
fraud in‘the inducement must establish six elements of fraud by clear and convincing evidence as
follows: a) material representation b) which is false ¢) known to be false or made recklessly d)
made with inducement to be acted upon e) acted in reliance thereon and f) causing injury.

548.  Further, under the Restatement 3d of Torts: Products Liability § 9:

One engaged in the business of selling or otherwise distributing products who, in

connection with the sale of a product, makes a fraudulent, negligent, or innocent

misrepresentation of material fact concerning the product is subject to liability for
harm to persons or property caused by the misrepresentation.146

C. CONCEPTUS AND BAYER’S DUTY TO NOT MAKE FRAUDULENT

‘ MISREPRESENTATIONS UNDER KENTUCKY LAW IS NOT

DIFFERENT FROM OR IN ADDITION TO FEDERAL
REQUIREMENTS.

549. Under both Kentucky state and federal law, Conceptus and Bayer were under

parallel duties not to make fraudulent misrepresentaﬁons of material facts regarding the benefits

and harms of the medical devices sold by them. The state law and federal duties are identical

because both prohibit these Defendants from making misrepresentations in the sale of their

146 See Giddings & Lewis, Inc. v. Indus. Risk Insurers, 348 S.W.3d 729, 747-48 (Ky. 2011) (adopting the
Restatement (Third) of Torts § 9); and see Morris Aviation, LLC v. Diamond Aircraft Indus., 536 F. App'x 558, 567-
68 (6th Cir. 2013) (The Sixth Circuit in Morris recognized that the Kentucky Supreme Court adopted Restatement
(Third) of Torts § 9). ,
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medical devices; 147

thus, the state law cause of action alleged herein is just one more reasdn for
these Defe_ndants to conform to their duties under the FDCA, the MDA, the Essure® PMA, and
" FDA Regulations.

550. Conceptus and Bayer were required to comply with the duties listed in Sectioﬁ B.
above, and were required to be truthful, accurate, and timely in performing the duties under
federal law, as detailed above. |

551. Kentucky law dées not impose requirements that are different from, or in addition

to requirements under federal law, and therefore Plaintiffs’ claims are not preémpted.

552. Kentucky law exists independently of federal law. Here, Plaintiffs aré not
attempting to enforce federal law. Instead, Plaintiffs are seeking to hold Conéeptus and Bayer

liable for violating the state law duties to not make false and misleading statements regarding

Essure®, which parallel federal regulations and requirements.

D. THERE IS A CAUSAL AND FACTUAL NEXUS BETWEEN
PLAINTIFFS’ INJURIES AND DEFENDANTS’ BREACH OF ITS
STATE LAW DUTIES, AND IDENTICAL FEDERAL REQUIREMENTS.

553. Conceptus and Bayer breached their duties under federal and state laws, as
follows:

A) Fraudulently rnisrepresented the health and safety hazards, symptoms,
diseases and/or health problems associated with use of Essure® for the
purposes intended by these Defendants;

B) Fraudulently inisrepresented their illegal, improper and unethical schemes
to promote and market Essure® as “simple” and “worry-free”; and

147 See, e.g., 21 U.S.C. § 352(q) and 21 U.S.C. § 321(n), KRS § 217.065, c.f. Kentucky common law. See also,
United States v. Shabbir, 64 F. Supp.2d 479, 481 (D. Md. 1999), which explains:
The FDCA regulates, inter alia, the introduction of certain articles into the United States. See 21 U.S.C. §
301 et seq. Section 331 prohibits "the introduction or delivery for introduction into interstate commerce of
any food, drug, device, or cosmetic that is adulterated and misbranded." 21 U.S.C. § 331(a). n1 "[A] drug
or device shall be deemed to be misbranded (a) if its labeling is false or misleading in any particular. .
21 U.S.C. § 352. "Labeling" is expansively defined, and includes "all labels and other written, prmted or
graphic matter (1) upon any article or any of its containers or wrappers, or (2) accompanying such article."
21 U.S.C. § 321 (m).
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) Fraudulently misrepresented information about the known comparative
risks and benefits of the use of Essure® and the relative benefits and
availability of alternate products, treatments and/or therapies.

554. As déscribed above in this Complaint, to promote the. perceived safety of the
device and gain market acceptance, Conceptus devised and implemented a scheme to defraud
physicians and patients, by means of false apd fraudulent pretenses? SO physicians and their
patients would believe Essure® to be a safe and effective product, and thus increase the demand
and profitability.

1. Conceptus and Bayer Intentionally MisrepreSented the Health and Safety
Information Associated with Essure®.

555. In connection with the Essure® product, Conceptus and Bayer fraudulently and
intentionally misrepresented material and important health and safety product risk information to
Plaintiffs and Plaintiffs’ physicians, all as alleged in this Complaint.

556. For example, Conceptus and Bayer used the Essure® label to increase revenue,'*®
and in doing so made false and misleading statements about the safety and efﬁcécy of Essure® to
Plaintiffs and Plaintiffs’ physicians, as it concealed important health and safety information from
the FDA and failed to foilow proper quality control measures, regulati_qns, and/or implement
CAPAs; tflus rendering the label false.

557. The Essure® label at the time of Plaintiffs’ implants represented that Essure® was
a safer and more effective meth’od' of bemiaﬁent sterilization than alternative methods. This is
false and misleading, as eviaenced by the over 10,000 reported adverse gventS'consisting of

serious injuries and pregnancies, by the Essure® studies consisting of thousands of women and

reporting that patients who undergo the Essure® procedure are more likely to experience injuries

148 1n 2008, Conceptus stated for the 2007 fiscal year that it intended to make labeling improvements to Essure® to
increase the adoption of the Essure® procedure. See http://www.wikinvest.com/stock/Conceptus (CPTS)/Filing/10-
K/2008/F2331313 ' }
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and complications which require or will require surgical intervenﬁon or re-operation, as well as
by the over 30,000 unreported complaints contéined in Conceptus and Bayer's complaint files.

558. Bayer and Conceptus preéented false and misleading information after being
caught by the FDA in 2011 for not reporting migration events. It was not until October of 2013
that Conceptus changed the waming lébel to state only that "There are reports of the Essure
insert migrating." This warning gravely downplayed the true incidence of risk that a woman's
Essure® coils might migrate.

559. Conceptus aﬁd Bayer represénted to the FDA, the public, Plaintiffs and Plaintiffs’

® was less invasive and less costly than tubal ligation, required

implanting physicians that Essure
no incision or general anesthesia, no abdominal entry for implantation, and could be implanted in
an office setting. These Defendants also represented that Essure® was beneficial to patients
because there were no risks associated with hormones, which are used in horrnone-based
contfaception, and no recurriﬁg management bf contraceptio'n.149

560. These representations were false and misleading, and .were intentionally and
fraudulently made to generate sales.

561. Coﬁceptus stated that they were a “one product company and if our.i)roduct fails
to gain market acceptahce, our business will suffer... [w]e are dependent on the Essure®
system.”!°

562. Conceptus believed that the recommendations and endorsements of physicians

would be essential for market acceptance of Essure®, and that physicians would not endorse the

1% See “Revisiting Essure — Toward Safe and Effective Sterilization,” available at:
http://www.nejm.org/doi/pdf/10.1056/NEJMp1510514; and see
http://www.wikinvest.com/stock/Conceptus_(CPTS)/Filing/10-K/2008/F2331313

150 See hitp://www.wikinvest.com/stock/Conceptus_(CPTS)/Filing/10-K/2008/F2331313
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product unless it was an attractive alternative to other forms of contraception and more cost-
effective.”™

5637 Evidence that these representations were i_ntentiohally false and misleading can be
seen in the adverse event reporting that occurred subsequent to the launch of the MedWatcher
app.

564. A rétrospectiye study published in November 2013 in The Journal of Minimally
Invasive Gynecology entitled Analysis of Adverse Events With Essure Hysteroscopic
'Sterilizatién Reported to the Manufacturer and User Facility Device Experience Database, 152
analyzed and investigated reports aésociated with the Essure® hysteroscopic steriiization system
from November of 2002 to February of 2012 using the MAUDE database. The study found that
457 adverse events were repdrted during this périod, which included 217 reports of pain, 121
events of delivery catheter malfunction, 6.1 reports of post-sterilization pregnancy, of which 29
were ectopic pregnancies, 90 events of perfdration, 44 reports of abnormal bleeding and 33
events of microinsert malposition. There were 270.cases (which is 59.1% of all reported adverse
events) where the adverse evénts resulted in an additional surgical procedufg:, ivof which 44 were

N hystérectomies. | |

565. Another study, Increasing Patient Engagement in Pharmacovigilance Through
Online Community Outreach and Mobile Reporting Applications: An Analysis of Advefse Event
Reporting for the Essure® Device in the US> examined voluntary patient adverse event

reporting directly to the FDA using the FDA’s new MedWatcher app. The study began by

151 See http://www.wikinvest.com/stock/Conceptus_(CPTSY/Filing/10-K/2008/F2331313 '
132 See “Analysis of Adverse Events With Essure Hysteroscopic Sterilization Reported to the Manufacturer and User

Facility Device Experience Database,” available at: http://www.jmig.org/article/S1553-4650(13)00281-1/fulltext
133 See “Increasing Patient Engagement in Pharmacovigilance Through Online Community Outreach and Mobile
Reporting Applications: An Analysis of Adverse Event Reporting for the Essure Device in the US” available online

at:  http://link.springer.com/article/10.1007/s40290-015-0106-6/fulltext.html
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encouraging women in an Essure® support group who had been adversely affected by the device
to file a report using MedWatcher.

566. The study analyzed data collected from May 11, 2013 to December 7, 2014, which ‘
included 1349 women Whé reported adverse events through MedWatcher. The study found that

1047 women (77.6%) reported.serious events sﬁch as hospitalization, disability and permanent
damage after implantation.

567. When the MedWatcher app launched in the fall of 2013, and women started to
report adverse events from Essure® directly to the FDA, Bayer chose to continue promoting the
device as safe. |

568. Between May 29, 2014 and January 20, 2016, Bayer received 462 complaints
that a patient’s Essure® ‘coils had broken apart. Bayer submitted the reports of breakage in an
intentionally misleading manner. When forwarding the first few compléints, Bayer notified
the FDA that “singlé cases have been reported of Essure breakage.” However, as reports of
breakage continued to mount, Bayer contiﬁued to submit to the FDA that only single cases of
breakage had been reported. Bayer’s MDRs regarding device breakage’ Were inaccurate,
misléading, and not in compliance with MDR reporting requirements.

569. On October 8, 2015, Dr. Dhruva, ef al. published a study in the New England
Journal of Medicine entitled Revisiting Essure — Toward Safe and Effective Sterilization, which

®  This study was based in part on a search and

assessed the safety and effectiveness of Essure
analysis of the MAUDE database. The study concluded that the increase in reported Essure®
related adverse event complaints since mid-2013 led the FDA to update Essure®s patient label in

2014 to include information about risks of chronic pelvic pain and device migration into the

- lower abdomen and pelvis, and led to the FDA’s decision to reconvene its Obstetrics and
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®;

Gynecology Devices Panel to reassess Essure™’s safety and effectiveness on September 24,

2015.

570. The number of patient-reported adverse évents following the launch of the
MedWatcher app evidence a strong contradiction to the safety and efficacy of Essure® as
- reported by Conceptus and Bayer.

'571.  As thousands of reports about Essure™s true safety risks became public
recently, the FDA mandated changes to the product's- warning label and took measures to
ensure that patiehts are fully informed of the risks by requiring patients to fill out the “Patient
Decision Checklist.” |

572.  As medical device manufacturers, Conceptus and Bayer had a duty to not present
false and misleading information abqut the Essure® device to the public, including Plaintiffs and
Plaintiffs’ physicians regarding the increased risks and dangers they knew, learned, or should

" have known about associated with Essure®.

._573. Had Conceptus and Bayer complied with their duties to the FDA as described
under the FDCA and detailed above in this Complaint, the~necessary and resultant actions by the
FDA and/or appropriate government agencies would have precluded the use of the préduct by
Plaintiffs and Plaintiffs’ physicians.

2 Conceptus and Baver Made Intentmnal Misrepresentations Regarding
the Safety and Efficacy of Essure® Through Marketing.

574.‘ Conceptus clo’nducted enormous and aggressive marketing campaigns that
disseminated what they knew to be false and misleading statements pertaining to the
convenience, safety and efficacy of the device.

575. Conceptus and Bayer created and distributed false and misleading advertising

®

for Essure®, which is a “Restricted Device,” because Essure” is not a safer and more effective
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method of permanent sterilization than alternative méthods; evidenced by the over 10,000
reported adverse events consisting of serious injuries and pregnanciés, by the Essure® studies
consisting of thousands of women reporting that patients who undergo the Essure® procedure
are more likely to experience injuries and corﬁplications which require or will require surgical
intervention or re—opergtion, and by the over 30,000 unreported complaints contained in

Conceptus and Bayer's complaint files.

576. For example, the Essure® website, print advertising, and patient brochure stated,

“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.”
However, the micro-inserts can migrate, as evidenced by the over 850 reports of device

migration as of December 31, 2015,1*

which would have deterred Plaintiffs and their physicians
from using Essure® in Plaintiffs.

577. As a further example, the Essure® website, print advertising, and patient brochure.
stated, “Essure® eliminates the risks, discomfort, and recovery time associated with sﬁrgical
procedures.” This is false and misleading, as many women, including Plaintiffs, have
experienced lifelong complications from the device and have required surgical removal of the
device, which typically requires removal of organs such as the faHopian tubes and uterus. All
three Plaintiffs unfortunately required subsequent surgeries as a result of adverse events
regarding their Essure® devices. Further, the British Medical Journal (“BMJ”) published a study

entitled Safety and efficacy of hysteroscopic sterilization compared with laparoscopi‘c

sterilization: an observational cohort study,” in which Dr. Art Sedrakyan of Weill Cornell

13 See hitp://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/TmplantsandProsthetics/Essure
PermanentBirthControl/ucm452254 . htm

13 See “Safety and efficacy of hysteroscopic sterilization compared with laparoscopic sterilization: an observational
cohort study” available online at: http://www.bmj.com/content/351/bmj.h5162 '
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-Medicine in New York and his colleagues analyzed data from women who had received either
the Essure® implant or had undergone a traditional tubal ligation between 2005 and 2013 in New

York State. The study found that women who used Essure®

as a means for permanent
sterilization are ten times more likely to undergo re-operation within one year of thé initial
procedure due to device related complications and injuries compared to women who undergo
t‘ubal» ligation. Further, “[g]eneral anesthesia was less frequently used whén performing
hysteroscopié sterilization cbmpared With laparoscopic sterilization but it was still used in about
half of the patients. This finding is remarkable in light of the marketing and proposed benefits of
avoiding general anesthesia associated with the Essure® device.”

578. The Essure® patient brochure stated that Essure® was the “only FDA
approved female sterilization procedure to have zero pregnancies in the clinical trials.”

~ However, there -wer_e actually four pregnancies during the clinical trials and five bregnancies
during the first year of commercial experience. Between 1997 and- 2005, there were 64
pregnancies reported to Defendants. Additionally, there have been 631 reports of pregnancies
according to the FDA as of December 31, 2015. Furthermore, a recent study indicates that
women implanted with Essure® have a fen times greatef risk of pregnancy after one year than
those who use laparoscopic sterilization.

579. The Essure® website, print advertising, and patient brochure describes Essure®
as “worry free,” and as a “simple pfocedure performed in your doctor’s office” that takes
“less than 10 minutes” and “requires no downtime for recovery” and “Essure® eliminates
the risks, discomfort, and recovery time associated with surgical procedures.” However,

Essure® is not worry free because there is an increased risk that the Essure® implants will

cause women serious, life-altering complications including but not limited to debilitating pain,
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heavy bleeding necessitating medication and/or additional surgical intervention, allergic
reactions, autoiminune—liké symptoms, dyspareunia, hysterectomy, and other complicaﬁons.
580. The Essure® website, print advertising, and patient brochure stated, “the Essure®
inserts are made ﬁom the same trusted, silicone free material used in heart stents.” However, the
micro-inserts are not made from the same material as heart stents. In contrast, the micro-inserts
in Essure® ére made of PET fibers, which triggér inflammation and scar tissue growth. PET
fibers degrade and leach carcinogens when placed in temperatures over 65 degrees, and the
“human body stays at about 98 degrees. As'such, PET fibers are not designed or manufactured
fo.r use in human implantation. However, the PET fibers are made of the same materials as
the PVT material in some vaginal meshes, which have a high rate of expulsion.
581. The Essure® website, print advertising, and patient brochure stated, “Essure®
eliminates the risks, discomfort, and recovery time associated with surgical ‘procedures.”
However, Essure® does not eliminate the risks, discomfort, and recovery time associated with
" surgical procedures (i.e. tubal ligations) because many women who undergo the Essure®

procedure, including Plaintiffs, have never and will never fully recover from the Essure®
implant procedure, which has caused them serious complicétions, including but not limited to
debilitating " pain, additional surgical procedures, allergic reactions, autoimmune-like |
symptoms,v and other complicationé.

582. ’fhe Essure® websité, print advertising, and patient brochure stated, “Essure®

is the most effective pefmanent birth control available, even more effective than fying your

tubes or a vasectomy” or words to that effect. Yet, Defendants’ SEC Form 10-K filing

shows that Defendants never did a comparison to a vasectomy or tubal ligation. Speciﬁcally,
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minimum of one. Essure® procedure must be performed every 6-8
weeks”. However, Defendants “signed off” on “Essure® physicians”
who did not perform the procedure every 68 weeks.

F)  “[tlhe PET fibers are what caused the tissue growth,” and Essure®
“works with your body to create a natural barrier against pregnancy.”
However, during a PMA meeting with the FDA in 2002, Defendants
represented that the trauma caused by the expanding coil hitting the
fallopian tubes is what causes the inflammatory response of the tissue.

3. Conceptus and Bayer Intentionally Misrepresented the Comparative
Risks and Benefits of Essure® to Alternative Methods of Permanent
Sterilization.

585. Conceptus engaged in substantial, widespread and systemic false, misleading and

illegal promotional activities to encourage physicians and patiénts to use the Essure® device.

| 586. Conceptus represented that Essure® héd the following “key advantages” over
laparoscopic tubal ligation: transcervical placement (non-incisional, compared to an abdominal
incision or puncture), local, IV sedation (compared to general anesthesia), 45 minutes of average
post-op recovery (compared to 4-5 hours of average post-op recovery), procedure perfonnahce in
an outpatient/hospital, surgical center or doctor’s office (compared to procedure performance in
an inpatient/hospital or surgical cehter), and a 1-2 day average.wait time to return to regular
actiVi_ties (compared to 4-6 days).

-587. However, the BMJ study, Safety and efficacy of hysteroscopic sterilization
compared with laparoscopic sterilization: an obsefvational cohort study,”’ found that women
who used Essure® as a means for permanent sterilization are ten (10) times more likely to
undergo re-operation within one (1) year of the initial procedure due to device related
complications and injuries compared to women who undergo tubal ligation. “A more than 10-

.fold higher occurrence of reoperation during the first year following Essure® based surgery is a

157 See “Safety and efficacy of hysteroscopic sterilization compared with laparoscopic sterilization: an observational
cohort study” available online at: http://www.bmj.com/content/351/bmj.h5162
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serious safety concern.” As indicated in this study, “additional surgeries were performed to
alleviate coﬁplications such as device migration or incompatibility after surgery.”

588. The BMJ articl:le also reported “[t]he hysferoscopic procedure with Essure® device
does not require general anesthesia, and its safety has been considered to be éhnilar or superior to
that of ‘laparoscopic sterilization.” However, this study found that “[g]eneral -anesthesia was less
frequently used when performing hysteroécopic sterilization compared w‘itﬁ laparoscopic
sterilization but it was still used in about half of the patients.” |

| 589. Additionally, the authors analyzed the Essure® MAUDE data and indicated that
most of the adverse ev_ents.reportéd by pétients’with Essﬁre® were for injuries that would require
and did requiré a subsequent surgical operation. Such injuries included pelvic pain, hemorrhage,
and device migration or incompatibility.

590. Conceptus and Bayer did not submit any MDR reportable events derivedvfrom
this study and reported in thé BMLJ to the FDA.

. 591. In March of 2014, the orﬂ'me medical journal Conception published a study
“entitled Pfobabz'lity of pregnancy after sterilization: a comparison of hysteroscopic versﬁs
laparoscopic sterilization, which compared the expected probability of pregnancy after
hysteroscopic sterilization with laparoscopic sterilization based on available data using decision
analysis.'*® The authors concluded that at all pointsA in time after the sterilization procedure, the
initial and cumulative risk of pregnancy after sterilization is higher 1n women who‘ undergo
hysteroscopic sterilization than either laparoscopic band or bipolar sterilization.
592. Bayer still falsely claims that Essure® is more effective than undergoing tubal

ligation.

138 See “Probability of pregnancy after sterilization: a comparison of hysteroscopic versus laparoscopic sterilization”

available at: hgp://www.contraceptidnj ournal.org/pb/assets/raw/Health%20Advance/journals/contra/ CON-8309-
FINAL.pdf
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4. As a Direct, Proximate and Causal Result of Conceptus’ and Baver’s
Fraudulent Misrepresentations, Plaintiffs Sustained Substantial Injuries.

593. Conceptus engaged in the above activities despite knowing that manipulating the
public's knowledge of safety risks associated with‘Essure® expoéed patients to serious dangers
and greétly increased adverse risks.

594. Conceptus and Bayer intentionally and consciously misrepresenfed the beneﬁfs
and harms associated with Essure®. |

595. These Defendants knew that doctors such as Plaintiffs’ implanting physicians
would rely on such misrepresentations, thus subjecting their patients, like Plaintiffs, to an
unreasonable risk of physical harm. Such misrepresentations corrupted resources available to
surgeons, like Plaintiffs’ implanting surgeons, regardihg the safety and effectiveness of Essure®.

596. Conceptus and Bayer's motive in failing to advise surgéons, the public, Plaintiffs,
and the FDA of these increased risks Wés for financial gain and fear that, if they provided proper
and adequate information, Essure® would lose s_ales'and market share.

597.  Conceptus and Bayer chose not to provide the Plaintiffs’ physicians nor Plaintiffs
with the necesséry information in order to make an informed decision in the best interests of
Plaintiffs’ health, and they purposefully deceived Plaintiffs’ physicians and the Plaintiffs as to
the safety and efficacy of Essure®.

598. Conceptus and Bayer provided inacéurate, false, or misleading information which
was material to Plaintiffs’ implanting physiciané’ treatment decisions, which misled Plaintiffs’
physicians and Plaintiffs who were relying on their physicians’ professional judgment.

®

599. Conceptus and Bayer knew that use of Essure” was unreasonably dangerous and

could lead to serious side effects as listed herein. Conceptus and Bayer failed to take any
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measures whatsoever to alert surgeons or the public regarding increased risks and dangers and

instead continued to promote the Essure® device as safe.

600. When Conceptus and Bayer engaged in this deceptive campaig11 and made the
L

above representations, they knew those representations to be false. These representations were

made by Conceptus and Bayer with the intent of defrauding and deceiving the public, including’

Plaintiffs, Plaintiffs’ physicians, and the medical community.

601. At the time the aforesaid representations were made by Conceptus and Bayer,
Plaintiffs and their medical providers were unaware of ‘the falsity of said representations and
reasonably relied upoh Conceptus’ and Bayer's assertions, promulgated throﬁgh aggressive salés
- tactics as set forth herein, that the Essure® device Was safe when in fact it was not.

602. As detailedb above, Bayer continues false claims that Essure® is safer and more
effective than undergoing tubal ligation. |

603. .Conc'eptus and Bayer intended fo induce Plaintiffs and their physicians to rely
on their misrepresentations to use Essure® over the alternative methods of permanent
sterilization. |

604. In reliance upon Conceptus and Bayer's representations, Plaintiffs and Plaintiffs’
physicians used Essure®.

605. Plaintiffs and Plaintiffs’ ﬁhysicians were justified in their reliance on Conceptus’
and Bayer’s representations and marketing. Plaintiffs actually_ did undergo the Essure® implant
procedure, which ultimately caused Plaintiffs’ serious physical injuries.

606. As a direct and proximate result of said misrepresentations, Plaintiffs have been

injured and have incurred damages, including but not limited to medical and hospital expenses,

lost wages and lost earning capacity, physical and mental pain and suffering, and loss of the
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enjoyment of life.

607. Had Plaintiffs’ implanting‘ physicians. and Plaintiffs been made fully and
adequately aware of the inefficacy and serious increased risks and dangers associated with such
use, Plaintiffs’ physicians would not have recoMended Essure® to Plaintiffs and Plaintiffs
would not have chosen to have Essure® implanted in their fallopian tubes.

608. Had the FDA known of the ;actual dangers of and inefﬁcacy of the use éf E_ssuré®,
they would have initiafed a récall of the proauct, dear doctor ietter, or safety signal and/or

warned the public of the danger.

609. Conceptus’ and Bayer’s conduct, as alleged above, was malicious, fraudulent, and
oppressive toward Plaintiffs in pélrticular and the public generally, and Conceptus and Bayer
conducted themselves in a willful Vand wanton manner be actively Violatiﬁg federal regulations.

610. Conceptus and Bayer are guilty of malice, opbression, and fraud, and_Plaintiffs
are t_herefore entitled to recovery of exemplai'y or punitive damages in sum éccording to proof at
trial.'>

THIRD CAUSE OF ACTION

Fraudulent Concealment
- Fraudulent Omissions: Restat. 2d of Torts §551

611. Plaintiffs repeat and incorporate by feference all other paragraphs of this
‘ Complaint as if fully set forth herein and further allege as follows:
612. Plaintiffs bring claims against Conceptus and Bayer under Kentucky law for

fraudulent concealment / fraudulent omissions regarding the Essure® device.

A. CONCEPTUS AND BAYER HAD AFFIRMATIVE AND CONTINUING

39 KRS § 411.184 permits an award of punitive damages for "fraud," which is defined as "an intentional
mlsrepresentatlon deceit, or concealment of material fact known to the defendant and made with the intention of
causing injury to the plaintiff." “The mere fact that the act is intentional and a tort does not justify pumtlve damages
absent this additional element of implied malice, meaning conscious wrongdoing.” Fowler v. Mantooth, 683 S.W.2d
250, 252 (Ky. 1984) (internal citations omitted).
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FEDERAL DUTIES TO NOT MAKE FRAUDULENT CONCEALMENTS
AND/OR OMISSIONS OF MATERIAL FACTS REGARDING THE
BENEFITS AND HARMS OF ESSURE®.

613. Under the FDCA and FDA’s implementing regulations, labeling and promotional
advertisement claims ébout medical devices are deemed misleading if they fail to disclose certain
information about the product’s risks.

614. The Essure® device that was implanted in Plaintiffs was promotéd, distributed,
manufactured and used in a manner that is in violation of federal law, the FDCA, the MDA, and
reguiations promulgated thereunder. |

615. - It was the duty of Conceptus and Bayer to comply with federal law, thev

| FDCA, the MDA and the regulations. Notwithstanding this duty, Conceptus and Bayer
viblated federal Vlaw, the FDCA, the MDA, and the regulations, including but not limited to, in
one or more of, the following ways:

A) Conceptus ‘and Bayer had duties to not make false or misleading statements

regarding Essure® under 21 U.S.C. §§ 331(a), 351 & 352(a), (q)&(1); 21 U.S.C.
§§ 360(q)&(r); and 21 C. F.R. § 814.80.

B) Conceptus and Bayer had duties to investigate and address adverse events under
the following regulations: 21 C.F.R. § 820.3(z)(x); 21 C.F.R. § 820.22; 21
C.F.R. § 820.5; 21 C.F.R. §820.1(a); 21 C.F.R. § 820.22; 21 C.F.R. § 820.100;
21 CF.R. § 820.160(a); 21 C.F.R. § 820.198; 21 CF.R. § 820.30; 21 CFR. §
803.3;21 C.F.R. § 820.70 and 21 C.F.R. § 820.170(a).

C) Conceptus and Bayer had duties to submit a PMA supplement and make a
labeling change to add or strengthen a contraindication, warning, precaution, or
information about an adverse reaction for which there is reasonable evidence of
a causal association under 21 C.F.R. § 814.39, 21 C.F.R. § 803.56.

D) Conceptus and Bayer had duties to report adverse events under 21 CFR. §
803.50; 21 C.F.R. § 814.80, and 21 U.S.C. § 360i(a).

E) - Conceptus and Bayer had duties to report new clinical investigations and/or
scientific studies concerning the Essure® device about which Conceptus and
Bayer knew or reasonably should have known about under 21 C.F.R. §
814.84(b)(2).
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616.  The above regﬁlations imposed duties on Conceptus and Bayer to accurately,
timely, and honestly represent to the FDA, the public, Plaintiffs and Plaintiffs’ physicians, the

safety and effectiveness of Essure®.

B. CONCEPTUS AND BAYER HAD STATE DUTIES TO NOT MAKE
FRAUDULENT CONCEALMENTS AND/OR OMISSIONS OF
MATERIAL FACTS REGARDING THE BENEFITS AND HARMS OF
ESSURE®,

617. InKentucky, “[a] fraud by omission claim is grounded in a duty to disclose ... To
prevail, a plaintiff must prove: (1) the defendant had a duty to disclose the material fact at issue;
(2) the defendant failed to disclose the fact; (3) the defendant's failure to disclose the material
fact induced the plaintiff to act;-and (4) the plaintiff suffered actual damages as a

consequence.”160

C. CONCEPTUS’ AND BAYER’ S DUTY TO NOT TO MAKE
FRAUDULENT CONCEALMENTS AND/OR OMISSIONS OF
MATERIAL FACTS REGARDING THE BENEFITS AND HARMS OF
ESSURE® UNDER KENTUCKY LAW IS NOT DIFFERENT FROM OR IN

ADDITION TO FEDERAL REQUIREMENTS. '
618. Under both Kentucky state and federal law, Conceptus and Bayer were under
parallel duties not to make fraudulent concealments and/or omissions of material facts regarding
the benefits and harms of the medical devices sold by them, and were under parallel duties to

disclose material facts regarding the benefits and harms of medical devices sold by them,

specifically the Essure® device, to the FDA, Plaintiffs’ physicians, and Plaintiffs, as detailed

19 Giddings & Lewis, Inc. v. Indus. Risk Insurers, 348 S.W.3d 729, 747-48 (Ky. 2011) (Also stating that Kentucky
recognizes a duty to disclose in four circumstances: 1. A duty arising from a confidential or fiduciary relationship; 2.
A duty prov1ded by statute; 3. When a defendant has partially disclosed material facts to the plaintiff but created the
impression of full disclosure; and 4. Where one party to a contract has superior knowledge and is relied upon to

_disclose same (internal citations omitted)). The Kentucky elements of a claim for fraudulent omission are similar to
those stated in the Restatement 2d of Torts § 557A, and follow the Restatement 2d of Torts § 551, as cited in
Giddings. See also, Smith v. General Motors Corp., 979 S.W.2d 127, 129 (Ky. Ct. App. 1998) (discussing
actionable case of fraud based on suppression of a fact).
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above in this Complaint.
619. The state law and federal duties are identical because both prohibit these
Defendants from making fraudulent concealments and/or omissions in the sale of their medical

181 thus, the state law cause of action alleged here is just one more reason for these

deviées;
Defendants to conform to their duties under the FDCA, the MDA,- the Essure® PMA, and FDA
Regulations.

620. Conceptus and Bayer were required to comply with the duties listed in Section B.
above, and were required to be truthful, accurate, and tiinely' in performing the duties under
federal law, as detailed above.

621. Conceptus and Bayer had a continuing duty under the various regulations

discussed above and per the terms of the PMA .approval by the FDA to monitor its products' _
~ after receiving FDA approval and to discover and report to the FDA any complaints about the

product’s performance and any édverse health consequences and other such serious events of

which they became aware. The duties to discover aﬁd report necessarily include the duties to

not actively conceal and omit material health information of which it knew or should have A

known had‘it followed the federal regulations.

| 622. Conceptus and Bayer failed to perform thesé duties under federal law, and thus
failed to perform its duties under Kentucky law, as these Defendants had parallel duties to ﬁot
conceal and omit material health information. regarding the safety of the Essure® device to the
FDA and other third parties.

623. Kentucky law does not impose requirements that are different from, or in addition

to requirements under federal law, and therefore Plaintiffs’ claims are not preempted.

161 See, FN 144, supra.
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624. Kentucky law exists independently of federal law. Here, Plaintiffs are not
attempting to enforce federal law. Instead, Plaintiffs are seeking to hold Conceptus and Bayer
liable for violating the state law duties to disclose material facts regérding the safety and efficacy

of Essure®, which parallel federal regulations and requirements.

D. THERE IS A CAUSAL AND FACTUAL NEXUS BETWEEN
PLAINTIFFS’ INJURIES AND DEFENDANTS’ BREACH OF ITS
STATE LAW DUTIES, AND IDENTICAL FEDERAL REQUIREMENTS.

625. Conceptus and Bayer breached its’ duties under federal and state laws by
fraudulently .omitting, concealing and misrepresenting the heal’eh and safety informetien about
increased risks, dangers, hazards, symptoms, constellation.of symptoms, diseases and/or health
problems associated with the Essure® device, as well as the relative beneﬁts and availability of
alternative procedures, to physicians including Plaintiffs’ physicians.

1. Conceptus and Bayer Intentionally Concealed and/or Omitted Material

Health and Safety Information Associated with Essure®,

626. In connection with the Essure® product, Conceptus and Bayer intentionally
concealed and/or omitted material and impoi'tant health and safety product risk information to
Plaintiffs and Plaintiffs’ physicians, all as alleged in this Compla'm‘f.

627. To protect sales and revenue, Conceptus and Bayer purposefully ignored their
mandatory federal reporting requirements and actively hid safety information from the public.

628. As detailed above, Conceptus knew of thousands of instances wherein the Essure®
device had migrated in a womae_or perforated a woman's organs and »failed to report all of them.

629. The FDA inspector cited Conceptus in 2003 fer failing to adequately analyze all
quality data sources to identify existing and potential causes of non-conforming products and

other quality problems, and for failing to follow procedures for the control of products that do

not conform to specifications.
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630. In June of 2008, the California Department of Public Health, Medical
Device Safety Section (“CDPH”) issued a Notice of Violation to Conceptus for failing to
obtain a valid license to manufacture medical devices and failing to maintain procedure for

inventory transfer.

631. In December of 2010 the FDA inspector' cited Conceptus for not reporting
complaints of Essure® coils being seen inside the patients’ abdominal cavity and not opening
a CAPA when they became aware of these complaints. ) Conceptus was submitting MDRs and
reporting complaints of the coils migrating into the peritoneal or abdominal cavity only if the

patient was complaining of pain and a second procedure was required to remove the device.

632.  Conceptus concealed such complaints if the coil was subsequently removed
during a laparoscopic tubal ligation surgery that was performed due to a failure of occlusion
of 'the fallopian tubes.

633.v Conceptus concealed these adverse events, complaints and reports, and failed to
follow adequate quality control procedufes, investigate and analyze corﬁplaints, and open
CAPAs, specifically to mislead physicians and W0inen about the safety of the Essure® device.

634. As detailed above, between Janﬁary 1, 2008 and December 6, 2010, Conceptus
received at least 16,581 complaints relating to Essure®. Of these 16,581 complaints, 16,399
were never reported to the FDA. |

635. Between May and June of 2013, the FDA conducted an inspection of Conceptus’
Mountain View, CA facility which revealed 16,047 complaints Cohceptus had received
regarding Essure® between January 2011 and thé date of the inspection. Of these 16,047

complaints, Conceptus withheld 15,712 from the FDA and the public.'®

162 §oe hitps://www.accessdata.fda. gov/scripts/cdrh/cfdocs/cfmaude/results.cfm
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636. Further, and as detailed above, between Essure®

's inception in 2002 and through
to 2015, the FDA received approximately 9,900 MDRs related to safety problems with the
device.'®® Of those 9,900 MDRs, only 943 were made between 2002 and October 25, 2013. The
FDA received the remaining 8,950 reports betwéen October 26, 2013 and December 31, 2015.1%

637; The influx in MDR’s is.a result of the launch of the MedWatcher app, which
allowed women to report their adverse events difectly to the FDA.'% |

638. Pﬁor to the MedWatcher app, women reported their adverse events directly to
Conceptus, who actively concealed them from the FDA. and the public, and/or orﬁiﬁed
information from reporting.

639. Conceptus and Bayer failed to adequately disclose to the FDA adverse events of
which these manufacturers were informed after Essure®s PMA approval.

640. As detailed above, this significant increase prompted the FDA to convene a
meeting of the .Obstetrics and Gynecology Devices Panel of the Medical Devices Advisory

® raised by patients

* Committee on September 24, 2015 to examine safety concerns about Essure
and cited in MDRs, and on February 29, 2016 to anﬁounce that it will require a major change to
the Essure® warning label and also teqﬁire all women considering Essure® placement to fill out é
Patient 'Decision bhecklist” to ensure that they are fully informed of the true risks, and on

November 15, 2016 to approve changes for physician instructions for use, and a patient

information booklet including a boxed warning and patient decision checklist.'®

163 See http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/Essure
PermanentBirthControl/ucm452254.htm

164 See http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/Essure
PermanentBirthControl/ucm452254.htm .

165 See “Increasing Patient Engagement in Pharmacovigilance Through Online Community Outreach and Mobile
Reporting Applications: An Analysis of Adverse Event Reporting for the Essure Device in the US” available online
at: http://link.springer.com/article/10.1007/s40290-015-0106-6/fulltext.htm]

1% See http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm488313.htm; and see
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P020014S046
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641. Due to Conceptus and Bayer’s failure to report adverse events when they had a
duty to speak, the labeling originally approved by the FDA for Essure® became false before the |
Plaintiffs’ surgeries and thus failed to protect the public health by failing to adequately disclose |
the harms, risks and benefits of Essure®.

642. - Had Conceptus and Bayer timely and aécurately reported adverse events, and
implemented quality control procedures and CAPAs té investigate aﬁd analyze complaiﬁts
associated with Essure®, instead of actively concealing and/ér omitting material safety A
information in their required reporting to the FDA, the “Black Box Warning” and “Patient
Decision Checklist” would have come out earlier and effectively warned Plaintiffs and their
physicians. - |

2. Conceptus and Bayer Fraudulently Concealed and/or Omitted the Risks

of Essure® as Compared to Alternative Methods of Permanent

Sterilization. ‘ N
N

643. Conceptus and Bayer represented that Essure®

had the following “key
advantages™ over laparoscopic tubal ligation: &msceﬁical placement, local IV seda’;ion, 45
minutes of average post—oi) recovery, procedure performance in an outpatient/hospital, surgical
center or doctor’s office, and a 1-2 day average wait time to return to regular activities.

644. Conceptus concealed from the pubiic that most of the adverse events reported by
patients with Essure® were for injuries that would require and did require a subsequent surgical
operation.

645. When the BMJ study, Safety and efficacy of hysteroscopic sterilization compared .
with laparoscopic sterilization: an observational cohort study,167 found that women who used

®

Essure” as a means for permanent sterilization are ten times more likely to undergo re-operation

17 See “Safety and efﬁcacy of hysteroscopic stenhzanon compared with laparoscopic sterilization: an observatlonal
cohort study” available online at: http://www.bmj.com/content/351/bmj.h5162
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within one year of the initial procedure due to device related complications and injuries
compared to women who undergo tubal ligation, Conceptus and Bayer did ﬁot submit any MDR
reportable events derived from this study to the FDA;

646. In March of 2014 the authors of Probability of pregnancy after stefilization: a
comparison of hysteroivcopic versus laparoscopic sterilization'® concluded that at all points in
time after the sterilization procedure, the initial and cur‘nulative. risk of pregnancy after
sterilization is higher in women who ﬁhdergo hysteroséopic sterilization than either laparoscopic
band or bipolar sterilization. Bayer and Conceptus continued the pattern of concealment by

omitting this information from their promotion of Essure®

as a more effective option than tubal
ligation.

647. Conceptus and Bayer marketed Essure® as the “only FDA approved femalé
sterilization procedure to have zero pregnancies in the clinical trials,” and concealed and/or
omitted information regarding the four pregnancies during the clinical trials and five pregnancies
.during the first year of commercial experience. A recent study indicates that women implanted
with Essure® have a fen fimes gréater risk of pregnancy after one year than those who use
laparoscopic sterilization. At ten yéars, the risk of pregnancy is almost four times greater.

648. Instead of disclosing these risks, Conceptus and Bayer intentionally concealed
and/or omitted this information from their patient brochures and promotional information.

3. As a Direct, Proximate and Causal Result of Conceptus’ and Bayer’s

Fraudulent Concealments and/or Omissions, Plaintiffs Sustained
Substantial Injuries.

649. Conceptus and Bayer knew, or should have known, that they were concealing,

suppressing, and misrepresenting true information about the known increased risks and benefits

198 See “Probability of pregnancy after sterilization: a comparison of hysteroscopic versus laparoscopic sterilization”
available at:  http://www.contraceptionjournal.org/pb/assets/raw/Health%20A dvance/journals/contra/CON-8309-

FINAL.pdf
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of the use of Essure® and the relative benefits and availability of alternate procedures.v

650. Concéptus and Bayer knew that Plaintiffs and Plaintiffs’ physicians would regard
the métters that they conceale(,i, suppressed, and misrepresented to be important in determining
the course of treatment for the Plaintiffs, including Plaintiffs’ and Plaintiffs’ physicians’

)

* decisions to use Essure®

as a method of permanent sterilization.

651. | Conceptus and Bayer intended to cause Plaintiffs and Plaintiffs’ physicians to r¢1y
on their concealment of material safety information, suppression, aﬁd misrepresentations about
the increased risks and dangers related to Essure® as a method of permanent sterilization.

652. Plaintiffs and Plaintiffs’ physicians were jﬁstiﬁed in relying, and did rely, on
Conceptus’ and Bayer's concealment of information and misreﬁresentatiéns about the increased
safety risks and dangers related to Essure® in deciding to recommend and choose the Essure®

procedure for permanent sterilization.

653. As a direct and proximate result of Conceptus’ and Bayer’s fraudulent
concealment, suppressioﬁ, and misrepresentations of material increased health and safety risks
and dangers relating to Essure®, and Conceptus’ and Bayer’s promotion and marketing praétices,
Plaintiffs suffered injuries and economic loss, and .Pllaintiffs will continue to suffer injuries,
damages and ecohomic loss.

654. As the direct, proximate, and legal cause and result of Conceptus’ and Bayer’s.
false an'd deceptive marketing and promotion practices related td Essure®, Plaintiffs have been

. injured and have incurred damages, including but not limited to medical and hospital expenses,
physical and mental pain and suffering, and loss of the enjoyment of life.

655. Plaintiffs are therefore entitled to damages in an amount to be proven at trial,

together with interest thereon and costs.
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656. Conceptus’ and Bayer's conduct, as alleged above, was malicious, oppressive,
intentional, réckless and/or outrageous, and constituted willful and wanton disregard for the
rights and safety of others. Such conduct was directed spéciﬁcally at Plaintiffs and warrants an
award of punitive damages. -

FOURTH CAUSE OF ACTION
Negligent Misrepresentation

Restat. 2d of Torts, § 311.
Restat. 3d of Torts: Products Liability § 9.

657.  Plaintiffs repeat and | incorporate by reference all other paragraphs of this
Complaint as if fully set forth herein and further allege as follows:
658.  Plaintiffs bring a claim against Conceptus and Bayer under Kentucky law for

negligent misrepresentation regarding the Essure® device.

Al CONCEPTUS AND BAYER HAD AFFIRMATIVE AND CONTINUING
FEDERAL DUTIES TO NOT MAKE MISREPRESENTATIONS OF
MATERIAL FACTS REGARDING THE BENEFITS AND HARMS OF
ESSURE®. | |

659. Plaintiffs incorporate by reference herein the allegations stated in the Second
Cause of Action, section A, above.

660. The Essure® device that was implanted in Plaintiffs was promoted, distributed,
manufactured and used in a manner that is in violation of federal law, the FDCA, the MDA, and
regulations promulgated thereunder.

"~ 661. Under the FDCA and FDA’s implementing regulations, labeling and promotional

advertisements about medical devices are deemed misleading if they fail to disclose certain
information about the product’s risks.

662. It was the duty of Conceptus and Bayer to comply with federal law, the

FDCA, the MDA and the regulations, notwithstanding this duty, Conceptus and Bayer
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violated federal law, the FDCA, the MDA, and the regulations.

B. CONCEPTUS AND BAYER HAD STATE DUTIES TO NOT MAKE
MISREPRESENTATIONS OF MATERIAL FACTS REGARDING THE
BENEFITS AND HARMS OF ESSURE®,

.663. Kentucky follows the Restatement 3d of Torts: Products Liability § 9 fo determine
liability of a commercial product seller or distributor for harm resulting from negligent
misrepreéentation:

One engaged in the business of selling or otherwise distributing products who, in
connection with the sale of a product, makes a fraudulent, negligent, or innocent
misrepresentation of material fact concerning the product is subject to liability for
“harm to persons or property caused by the misrepresentation.'

170

664. Restatement 3d of Torts: Products Liability § 9, comment (é), references

Restat. 2d of Torts § 311 for the elements of negligent misrepresentation, which are as follows:

(1) One who negligently gives false information to another is subject
to liability for physical harm caused by action taken by the other in
reasonable reliance upon such information, where such harm
results (a) to the other, or (b) to such third persons as the actor
should expect to be put in peril by the action taken.

2) Such negligence may consist of failure to exercise reasonable care
(a) in ascertaining the accuracy of the mformatlon or (b) in the
manner in which it is communicated.

19 See Giddings & Lewis, Inc. v. Indus. Risk Insurers, 348 S.W.3d 729, 747-48 (Ky. 201 1) (adopting the
Restatement (Third) of Torts § 9); and see Morris Aviation, LLC v. Diamond Aircraft Indus., 536 F. App'x 558, 567-
68 (6th Cir. 2013) (The Sixth Circuit in Morrzs recognized that the Kentucky Supreme Court adopted Restatement
(Third) of Torts § 9).

1o “Llablhty for fraudulent or negligent misrepresentation. The rules in the Restatement Second, of Torts,
governing liability for fraudulent and negligent misrepresentation, are contained in §§ 310 and 311. Case law has
followed these Sections. Although these Sections do not explicitly apply to commercial product sellers, they admit
of such application. Given the availability to Plaintiff of the rule under § 402B of the Restatement, Second, of Torts,
subjecting product sellers to strict liability even in the absence of fraud or negligence, (see Comment b), there can be
no doubt that product sellers are subject to liability for fraudulent or negligent misrepresentation. By hypothesis,”
given the rule stated in § 402B, a plaintiff who proves that the misrepresentation that caused harm was made
fraudulently or negligently should have a reI_nedy.”. Restatement 3d of Torts: Products Liability § 9, comment (a).
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C. CONCEPTUS AND BAYER’ S DUTY TO NOT TO MAKE NEGLIGENT
MISREPRESENTATIONS UNDER KENTUCKY LAW IS NOT
DIFFERENT FROM OR IN ADDITION TO FEDERAL
REQUIREMENTS. :

665. Under both Kentucky state and federal law, Conceptus and Bayer were under
parallel duties not to make negligent or other misrepresentations of material facts regarding the
benefits and harms of the medical devices sold by them. The state law and federal duties are
identical because both prohibit these Defendants from making misrepresentations in the sale of

their medical devices; !

thus, the state law cause of action alleged here is just one more reason
for these Defendants to conform to their duties under the FDCA, the MDA, the Essure® PMA,'
and FDA Regulations.

666. Conceptus and Bayer were required to comply with the duties listed in Section B.
above, and were required to be truthful, accurate, and timely in performing the duties under
federal law, as detailed above.

667. Kentucky law does not impose requirements that are different from, or in éddition

to requirements under federal law, and therefore Plaintiffs’ claims ére not preempted.

668. Kentucky law exists independeﬁtly of federal law. Here, Plaintiffs are not
attempting to enforce federal law. Instead, Plaintiffs are seeking to hold Conceptus and Bayer

liable for violating the state law duties to not make false and misleading statements regarding -

Essure®, which parallel federal regulations and requirements.

D. THERE IS A CAUSAL AND FACTUAL NEXUS BETWEEN
PLAINTIFFS’ INJURIES AND DEFENDANT_S’ BREACH OF THEIR
STATE LAW DUTIES AND IDENTICAL FEDERAL REQUIREMENTS.

669. Plaintiffs incorporate by reference the allegations stated in the Second Cause of

Action, section D, above.

1 See FN 144, supra.. .
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670. Conceptus and Bayer breached their duties under federal and state laws, as
follows:

A) Negligently misrepresented the health and safety hazards, symptdms,v
diseases and/or health problems associated with use of Essure® for the
purposes intended by these Defendants; '

B) Negligently misrepresented their illegal, improper and unethical schemes
" to promote and market Essure® as “simple” and “worry-free”; and

O Negligehtly misrepresented information about the known comparative
risks and benefits of the use of Essure® and the relative benefits and
availability of alternate products, treatments and/or therapies.

1. Conceptus and Bayer Negligently Misrepresented the Health and Safety
Information Associated with Essure®. '

671. Plaintiffs incorpo;ate by reference the allegétions stated in_the Second Cause of
Action, section D(1), above.

672. In connection with the Essure® product, Conceptus and Bayer failed to exercise
reasonable care in ascertaining the accuracy of importaht health and séfety information and/or
the manner in which it is communicated to Plaiﬁtiffs and Plaintiffs’ physiciaﬁs, all as alleged in
this Complaint.

673. As medical devic¢ maﬁufacturers,_ Conceptus and Bayer had a duty fo use
reasonable care ascertaining tile accuracy of material health and safety information about the
Essure® device, and in the presentation and communication of such information to thg public,
Plaintiffs and Plaintiffs’ physicians.

674. Had Conceptus and Bayer complied with their duties to the FDA as described
under the FDCA and detailed above in this Complaint, which are parallel to their state law
duties, the necessary and resultant actions by the FDA and/or appropriate governinént agencies

would have precluded the use of the product by Plaintiffs and Plaintiffs’ physicians.
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2. Conceptus and Baver Made Neghgent Mlsrepresentatlons Regarding the
Safety and Efficacy of Essure” Through Marketing.

675. Plaintiffs incdrporate by reference the allegations stated in the Second Cause of
- Action, section D(Z), above.

676. Conéeptus conducted enormous and aggressive marketing campaigns that
disseminated false and misleading statements pertaining to the convenience, safety and efficacy
of the device.

| 3. Conceptus and iSaver Negligently Misrepresehted the Comparative Risks

and Benefits of Essure® to Alternative Methods of Permanent
Sterilization. :

677. Plaintiffs incbrporate by reference.herein the allegations stated in the Second | |
Cause of Action, section D(3), above. |

678. Conceptus misrepresented that Essure® had “key advantages™ over laparoscopic
tubal ligation, as alleged in the S.econd Cause of Action, Section D(3).

4. As a Direct, Proximate and Causal Result of Conceptus’ and Baver’s
Negligent Misrepresentations, Plaintiffs Sustained Substantial Injuries.

679. Conceptus engaged in the above activities which influenced the public’s
knowledge of safety risks associated with Essﬁre®_ and exposed patierjts to serious dangers and
greatly increased adverse risks.

680. Conceptus and Bayer negligently misrepresented to the FDA, the public, Plaintiffs
and Plaintiffs’ physicians the benefits and harms associated with Essure®. |

681. Such misrepresentaﬁons corrupted resources available to surgeons, like Plaintiffs’
implanting surgeons, regarding the safety and effectiveneés of Essure®.

_682.  Plaintiffs’ implanting physicians relied on such misrepresentations, thus

subjecting their patients, including Plaintiffs, to an unreasonable risk of physical harm.
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683. Due to Conceptus’ and Bayer’s negligence, Plaintiffs’ physicians and Plaintiffs

did not have the necessary-informatior-l in order to make an informed decision in the best interests
_' of Plaintiffs’ health.

684. Conceptus and Bayer provided inaccurate, false, or misleading iﬁformation_which
was material to Plaintiffs’ implanting phy_sicians’ treatment decisions, which misled Plaintiffs’
physicians and P'laintiffs.who were relying on their physicians’ professional judgment.

685'. When Conceptus and Bayer made the aboye representations, they did so without
any regard for the éccuracy of the information presented, or the manner in which the information
was communicated. |

686. Had the FDA known of the actual dangers o'f and inefﬁcacy of the ﬁse of Essure®,
they would have initiated e recall of the product, dear doctor letter, safety signal and/or warned
the public of the danger.

687. At the time the aforesaid representations were made by Conceptus and Bayer,
Plaintiffs and their medical providers were unaware of the falsity of said representations and
reasonably relied upon Conceptus’ and Bayer’s assertions, that the Essure® device was safe when
in fact it was not.

688. In reliance upon Conceptus’ and Bayer’s representations, Plaintiffs and Plaintiffs’
physicians used Essure®.

689.  Plaintiffs and Plaintiffs’ physicians were justified in their reliance on Conceptus’

" and Bayer’s rei)rese’ntations and marketing. Plaintiffs actually did undergo the Essure® implant
procedure, which ultimately caused Plaintiffs’ physical injuries.
| 690. As a direct and proximate result of said misrepresentations, Plaintiffs have been

injured and have incurred damages, including but not limited to medical and hospital expenses,
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lost wages and lost earning capacity, physical and mental pain and suffering, and loss of the
enjoyment of life. |

691. Had Plaintiffs’ irnplanting i)hysicians, and Plaintiffs been made fully and
adequately aware of the inefficacy and serious increased risks and dangers assoéigtted with such
use, as weli as Bayer’s and Conceptus’ failure to investigate and analyze adverse events and/or -
implement CAPAs, Plaintiffs’ physicians would not have recommended Essure® to Plaintiffs,
and Plaintiffs would not have chosen to have Eésure® implanted in their fallopian tubes. -

FIFTH CAUSE OF ACTION
Negligent Training

692. Plaintiffs repeat and incorporate by referénce all other paragraphs of this
Complaint as if fully set forth herein and further allege as follows:

693. Plaintiffs.‘ bring claims against Conceptus and Bayer under Kentucky law for

| Negligent Training regarding the Essure® device.

694. In order to capture the market, Conceptus and Bayer independently undertook a
duty of training physicians, including Plaintiffs’ implanting physicians, on (1) the safe énd
proper use of the Essure® procedure; (2>) how to properly use its own mechanism of delivery; and
{3) the specialized hysteroscépic equipment manufactured by a third party.

695. The PMA approval sets forth Conceptus’ and Bayer’-s duty to train physicians,
and a manufacturer/applicant is required to comply with the standards and conditions set forth in

- the PMA approval Iett‘er.172
696. Conceptus and Bayer had a parallel duty under Kentucky law to exercise

reasonable care in their training of physicians to avoid foreseeable injury.'”

221 C.F.R. § 814.80 (2012). , ,
1 C.D. Herme, Inc. v. R.C. Tway Co., 294 S.W.2d 534, 537 (Ky. 1956). Further, in Kentucky, a party claiming
harm resulting from negligence must generally establish: 1. A duty of care owed to Plaintiff by the Defendant; 2.
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697. Under both Kentucky state and federal law, Conceptus and Bayer were under
parallel duties to use reasonable care in the training of physicians on the safe and proper use of
the Essure® device. The state law and federal duties are identical; thus, the state law cause of
action alleged here is just one more reason for these Defendants to conform to their duties under
the FDCA, the MDA, the Essure® PMA, and FDA Regulations.

698. Kentucky law does not impose requirements that are different from, or in addition

to requirements under federal law, and therefore Plaintiffs’ claims are not preempted.

699. Kentucky law exists independently of federal law. Here, Plaintiffs are not
attempting to enforce federal law. Instead, Plaintiffs are seeking to hold Conceptus and Bayer
liable for violating the state law duties to use reasonable care in the training of physicians on the
proper use of Essure®, which paralle] federal regulations and requirements.

700. Conceptus and Bayer breached their duties under the PMA and federal law to
train physicians on the safe and proper use of Essure®.

701.  Conceptus and Bayer breached their duties under Kentucky law, as follows:

A) Conceptus and Bayer were negligent in choosing not to take reasonable
steps in developing an adequate training program for the Essure®
procedure, educating employees to propetly train physician users on the
safe and proper methods of the Essure® procedure, and supervising
employees while training physician users on the safe and proper methods
of the Essure® procedure.

B) Conceptus and Bayer were negligent in not safely and properly training
Plaintiffs’ implanting physicians on how to safely and properly perform
the Essure® procedure. -

702.  Conceptus and Bayer (1) undertook a duty to train physicians on the safe and

proper use of the Essure® procedure; (2) failed to adequately train the physicians on how to use

Conduct of the Defendant which breaches the standard by which the duty is measured; 3. Injury which results in
actual loss or damage to the Plaintiff’s person or property; and 4. Causation between the inadequate conduct of the
Defendant and the injury to the Plaintiff.
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its delivery system and the hysteroscopic equipment manufactured By a third party; (3) provided
specialized hysteroscopic equipment to implanting physicians who were not qualified to use the
same; and (4) it was foreseeable that Cdnceptus and Bayer’s negligent training program would
cause harm to Plaintiffs.

703. Conceptus and Bayer engaged in the above activities which exposed patients,
including Plaintiffs, to serious dangers and greatly increased adverse risks. |

704. Conceptus and Bayer failed to properly train Plaintiffs’ implanting physicians on
proper management of post-implant complicatidns. |

705. - Conceptus and Bayer- failed to properly train Plaintiffd’ irnpldnting physicians on

how to safely and effectively remove the Essure®

coils once the implant procedure was
completed.

706. Conceptus and Bayer failed to properly train Plaintiffs’ implanting physicians on
how to use its delivery system and the hysteroscopic equipment.

707. Despite Conceptus’ and Bayer’s failure to train Plaintiffs’ implanting physicians,
these Defendants “signed-off” on Plaintiffs’ implanting physicians and provided specialized -
hysteroscopic equipment to them to perform Essure® procedures.

708. Due to Conceptus’ and Bayer’s negligence, Plaintiffs’ physicians and Plaintiffs
did not have the necessary information in order to make an informed decision in the‘beslt interests
of Plaintiffs’ health.

709. Had Conceptus and Bayer implemented a training program on the safe and proper

methods of implanting Essure® prior to Plaintiffs’ surgeries, their physicians would have

adequately performed their implants.
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710. As a proximate and legal result of thege Defendants’ failure to properly discharge
a duty it undeftook to train physicians, Plaintiffs’ implanting physicians did not adéquately
perform Plaintiffs’ implants. | | |

711. Instead, Plaintiffs’ implants were improperly performed, causing the coils td
migrate and/or perforate Plaintiffs’ organs. Plaintiffs suffered severe pain and bleeding without
proper management of these post-implant complications; and Plaintiffs required subseqﬁent
surgeries as a result of their implanting physicians; impropér performance of the Essure® -
pfocedure.

712.  As a proximate and legal result of these Defendénts’ failure to propeﬂy discharge
a duty it undertook to train physicians, they breached their duty of care to Plaintiffs under
Kentucky law and caused Plaintiffs injuries, including but not limited to -medical and hospital
expenses, lost wages and lost earning capacity, physical and mental pain and suffering, and loss

of the enjoyment of life.

SIXTH CAUSE OF ACTION
Sadler Negligent Failure to do Postmarket Testing

713. Plaintiffs repeat and incorporate by reference all other paragraphs of this |
Complaint as if fully set forth herein and furfher allege as follows:

714. Under both state and federal la;iv, .these Defendants were under parallel duties to
conform to the PMA approval process. This process is designed to prevent a manufacturer from
introducing into the stream of commence a medical device that has not been tested in adequately
designed clinical trials and which has not otherwise passed a rigorous scientific review -to '
determine that such a device is safe and effective for the use intended by the manufacturer.

715.  In this regard, the manufacturers’ duties of due care under Kentucky state law and

its federal duties pursuant to FDA rules and regulations are identical. Both prohibit these
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Defendan’;s from marketing untested devices, which are unreasonably dangerous; thus, the state
law cause of action alleged here is just one more reason for thése Defendants to conform ‘to their
duties under federal law.

716. Defendants marketed the Essure®.device vto and for the benefit of Plaintiffs.

717. Defendants owed Plaintiffs, and their physicians, dﬁties to exercise reasonable or |
ordinary care under the circumstances in light of the generally recognized and prevailing
scientific knowledge at thé time the product was sold.

718. This is also a parallel violation of the‘ dﬁw of due care under the Kentucky
negligence rule of reasonable care, which reqﬁires a manufacturer to take ordinary and
reasonable care before marketing such devices By submitting them to adequately designed
clinical testing for safety and effectiveness. Such testing is reasonably necessaréf and ordiharily
prudent in order to prevent the distribution of unreasonably dangerous products into the market
place.!™
719. At the time of Plaintiffs’ implants, Conceptus and Bayer failed to perform
adequately designed post-market clinical testing of Essure® as required under its PMA and
supplements, fedéral regulations and parallel state law.

720. A new post-marketing study was required as a condition of fhe Essure® 2007
premarketing approval supplement.'”

721. Nevertheless, Conceptus and Bayer intended to and did promote and market
Essure® as a safe and effective device, and did distribute this unreasonably dangefous device to

Plaintiffs and Plaintiffs’ implanting physicians without completiﬂg the required postmarket

study.

1721 U.S.C. §§ 351 and 352; Kentucky Common Law, KRS §§ 217.065 and 217.175.
17> See “Revisiting Essure — Toward Safe and Effective Sterilization” available online at:
http://www.nejm.org/doi/full/10.1056/NEJMp1510514
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722. “This study was never registered at ClinicalTrials.gdv, despite the 2007 FDA
Amendments Act requirement, and was sfoppéd early at the ménufacturer’s request after 578 [of |
the 800 required] underwent attempted ﬁnplantation. Its findings are minimally informative,
since no follow-up data were collected and nearlyvall study’results reported on the FDA website
are redacted.”’"®

723.  One purpose of this aborted study was to determine_ adverse effects potentially
related to the device, however it is clear from the limited data évailabie on the FDA website that
no follow—ﬁp visits occurred based on the adverse | event findings and “N/A” listed next to
“Followup Visits and Length of Followup.”"’

"724. The Essure® device marketed and distributed by Conceptus and Bayef was
misbranded because their FDA-approved labeling was inadequate to convey the true safety and
effectiveness information as marketed by these Defendants.

725.  The distribution of these misbranded devices is a.violation of federal law because
of the failure to conform to procedures required by the PMA Supplement approval.

726. Plaintiffs were harmed by Cohcgptus and Bayer’s marketing and distribution of a
misbranded device.

727. Conceptus and Bayer could have discovered the defective condition of Essure®,
but failed to conduct and complete adequate postmarket tests and inspections that would have
disclosed the defects.

728.  Conceptus and Bayer failed to exercise reasonable care in adequately testing

and completing such testing of the Essure® device subject to the 2007 PMA supplement.

176 AN -
Id.
177 See http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma_pas.cfin?c i_d=1 12&t 1d=367828
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729. . Conceptus and Bayer knew, or should have known, that due to their failure té use
reasonable care, Plaintiffs and their physicians would use and did use Essure® to the detriment of
Plaintiffs’ health, safety and Wel-lb-being.

| 730. As the direct, producing, proximate and legal result of ‘these Defendants’
negligence, Plaintiffs have suffered severe physical pain, medical and hospital expenses, lost
wages, pain and suffering, énd pecuniary loss.
731, Plaintiffs are therefore entitled to damages in an amount to be proven at trial,
together with interest thereon and costs.
| SEVENTH CAUSE OF ACTION

Breach of Express Warranty
- Ky. Rev. Stat. § 355.2-301, et. seq.

732.  Plaintiffs repeat and incorporate by reference all other paragraphs of this

Complaint as if fully set forth herein and further allege as follows:

733.  Conceptus and Bayer utilized journal articles, advertising media, and sales
representatives to promote, encourage, and urge the use and pufchase of the Eésure®
device, representing the quality to health cére professionals, thé FDA, Plaintiffs, and the public
in such a way as to induce its purchase or use, thereby making an express warranty that

®

Essure> would conform to the representations.

734.  More specifically, flaintiffs incorporate by reference herein the allegationsy

stated in the Second Cause of Action, section D (1-3), above.
| 735.  The representations, as set forth above, contained or constituted affirmations
of fact or promises made by the seller.to the buyer which related to the goods and became
part of the basis of thé bargain creating an express warranty that the goods shall conform to the

affirmations of fact or promises.
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736.  Essure® did not conform to the representations made by Conceptus and
Bayer, as the Essure® device was not safe and effective and was not safe and effective .for use
by individuals such as Plaintiffs.

737. At all relevant times, Plaintiffs used Essure® for the purpose and in the
manner intended by Cdnceptus énd Bayer.

738.  Plaintiffs and Plaintiffs’ physicians, by the use of reasonable care, could riot
have discovered the breached warranty and realized Essﬁre®’s hidden increased risks and its
unreasonable dangers.

739.  Defendants’ breaches constitute violations of state common laws, including
but not limited to, the following statutory provisions: Ky. Rev. .Sta_t. § 355.2-301, er. seq.'”®

740. . The breach of the warranty was a substantial factor in bringing _about
Plaintiffs’ injuries.

-741.  Conceptus and Bayer intended to induce Plaintiffs and their physicians to rely
on their misrepresentations to use Essure® over the alternative methods of permanent
sterilization. |

742.‘ In reliance upon Conceptus’ and Bayer’s represéntations, Plaintiffs and Plaintiffs’
physicians used Essure®. |

743.  Plaintiffs and Plaintiffs’ physicians were justiﬁéd in their reliance on Conceptus’
and Bayer’s representations and marketing. Plaintiffs actually did undergo the Essure® implant

procedure, which ultimately caused Plaintiffs’ serious physical injury.

178 (1) Express warranties by the seller are created as follows: (a) Any affirmation of fact or promise made by the -
seller to the buyer which relates to the goods and becomes part of the basis of the bargain creates an express .
warranty that the goods shall conform to the affirmation or promise. (b) Any description of the goods which is made
part of the basis of the bargain creates an express warranty that the goods shall conform to the description. (c) Any
sample ‘or model which is made part of the basis of the bargain creates an express warranty that the whole of the
goods shall conform to the sample or model. Ky. Rev. Stat. § 355.2-313. '
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744.  As a direct and proximate result of said misrepresentations, Plaintiffs have been
injured and have incurred damages, including but not limited to medical and hospital expenseé,
lost wages and lost earning capacity, physical and mental pain and suffering, aﬁd loss of the
enjoyment of life.

745. -Had Plaintiffs’ implanting physicians and Plaintiffs been made fully aﬁd
adequately aware of the inefficacy and serious increased risks and dangers associated with such
lise, Plaintiffs’ physicians would not have recommended Essure® to Plaintiffs, and Plaintiffs
would not have ;:hosen to have Essure® implanted in their fallopian tubes.

EIGHTH CAUSE Of‘ ACTION
Kentucky Products Liability Action

KRS § 411.300 et. seq.
Restat. 2d of Torts, § 402A

746.  Plaintiffs incorporate by reference all previous and subsequent paragraphs of this

Complaint as if fully set forth herein and further allege as follows:

A.  PLAINTIFFS HAVE A CAUSE OF ACTION UNDER THE KENTUCKY
PRODUCTS LIABILITY STATUTES, KRS § 411.300 ET. SEQ. AND
RESTAT. 2D OF TORTS, § 402A.

- 747. Ky. Rev. Stat. Ann. §§ 411.300 et seq. governs claims or actions brought for
personal injury, death or property damage caused by or resulting from the manufacture,
construction, design, formulation; development of standards, prepafation, processing, assembly,
testing, certifying, warning, instructing, mafketing, advertis’iﬁg, packaging, or labeling of any
product. |

748.  As used in Ky. Rev. Stat. Ann. §§ 411.300 et seq., the term "products liability
action" means “any action brought for. or on account of personal injury,. death or property

damage caused by or resulting from the manufacture, construction, design, formulation,

development of standards, preparation, processing, assembly, testing, listing, certifying,
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warning, instructing, marketing, advertising, packaging or labeling of any product.”
749. Ky. Rev. Stat. Ann. §§ 411.300 et seq. and Kentucky Common Law, which

179 permits a claim or portion of a

adopts Section § 402 of the Restatement (Second) of Torts,
claim in which the plamtlff seeks relief in the form of damages on a theory that the defendant is
strictly liable for such damages because:v(l) Conceptus and Bayer, wherever Situated.in the chain
of commerce, transferred a produc‘.[ in the course of their business; and (2) The product was used
ina manner reasonably anticipated; and (3) Either or both of the following: (a) The product was -
then in a defective condition and unreasonably dangerous when put to a reasonably anticipated
use, and the Plaintiffs Were damaged aé a direct result of such defective condition that existed
when the product was sold; or (b) The product was then unreasonably dangerous when putto a
reasonably anticipated use without knowledge of its characteristics; and the Plaintiffs wefe
damaged as a direct result of the product being sold without an adequate wam‘ing.

750. ’fhe Essure® device that was implanted in Plaintiffs was promoted,
distributed, inénufacuned and used in a manner that is in violation of federal law, the FDCA,
the MDA, and regulations promulgated thereunder, and parallel state iaw.

751. Kentucky law does not impose reqﬁirements that are different from, or iﬁ addition

to requirements under federal law, and therefore Plaintiffs’ claims are not preempted.

752. The state law and federal duties are identical; thus, the state law cause of action
alleged here is just one more reasoh for these Defendants to confqrm to their duties under the

FDCA, the MDA, the Essure® PMA, and FDA Regulations.

1 See Dealers T ransport Co. v. Battery Distribution Co., 402 S.W. 2d 441 (Ky. Ct. App. 1965). See also Kroger
Co. v. Bowman, 411 S.W.2d 339 (Ky. 1967).
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753. Kentucky law exists independently of federal law. Here, Plaintiffs are not
attempting to enforce federal law. Instead, Plaintiffs are seeking to hold Conceptus and Bayer
liable for violating the state law duties, which parallel federal regulations and requirements.

1. Conceptus and Baver failed to comply with the following federal
requirements regarding Essure®. '

754. Conceptus and Bayer at all times herein were medical device manufacturers and
subj eét to duties under the PMA, FDCA and Varioqs federal regulations.

755. Conceptus and Bayer designed, formulated, tested, packaged, labeled, prOduced,
created, made, constructed, assembled, advertised, manufactured, sold, distributed, marketed,
and promoted Essure®, including the Ess.ure‘® devices that were implanted into Plaintiffs.

756. It was the duty of Conceptus and Bayer to comply with federal law, the
FDCA, the MDA and the regulations.

757.. Conceptus and Bayer had duties to. not make false or misleading statements
regarding Essure® under 21 U.S.C. §§ 331(a), 351 & 352(a),(@Q)&(); 21 U.S.C. §§ 360(q)&(1);
and 21 C.F.R. § 814.80. Céncepfus and Bayer breached these duties as stated in this
Complaint, specifically the First Cause of Action, Second Cause of Action, Third Cause of
Action, Fourth Cause of Action,- and Seventh Cause of Action, which are incorporated by
reference herein.

758. Concéptué and Bayer had duties to investigéte and address ad\-/erse events under

“the followiné regulations: 21 C.FR. § 820.3(2)()();'.21 CFR.§ 820.22; 21 C.F.R. § 820.5; 21
C.F.R. §820.1(a); 21 C.E.R. § 820.22; 21 C.F.R. § 820.100; 21 C.F.R. § 820.160(a); 21 C.F.R.
§ 820.198; 21 CF.R. § 820.30; 21 C.F_.R. § 803.3; 21 C.FR. § 820.70 and 21 CF.R. §
820.170(a). Conceptus and Bayer breached these duties as stated in this Complaint, specifically

the First Cause of Action, Second Cause of Action, Third Cause of Action, Fourth Cause of
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Action, and Seventh Cause of Action, which are incorporated by reference herein. ‘

759.  Conceptus and Bayer had duties to submit a PMA supplement and make a
labeling change to add or strengthen a contraindication, warning, precaution, or information
about an adverse reaction for which there is reasonable evidence of a causal association under

21 C.F.R. § 814.39, 21 C.F.R. § 803.56. Conceptus and Bayer breached these duties as stated

in this Complaint, specifically the First Cause of Action, Second Cause of Actio'n, Third Cause

of Action and Fourth Cause of Action, which are incorporated by reference herein.

760.  Conceptus and Bayer had duties to report adverse events under 21 C.F.R. §

803.50; 21 CER. § 814.80, 21 C.F.R. § 814.84(b)(2) and 21 U.S.C. § 360i(a). Conceptus and

Bayer breached these duties as stated in this Complaint, specifically the First Cause of Action,

Second Cause of Action, Third Cause of Action and Fourth Cause of Action, which are
incorporated by refefence herein. .

761.  Conceptus and Bayer had duties to report new clinical investigations and/or
scientific studies concerning the Essure® device about which Concepfus and Ba‘yer knew or'
reasonably should have known about under 21 C.F.R. § 814.84(b)(2). Conceptus and Bayer
breached thése duties as stated in this Complaint, specifically the First Cause of Action, Second
Cause of Action, Third Cause of Action and Fourth Cause of Action, which are incorporated by
reference herein. \

762.  Conceptus and Bayer had duties to comply with quality control standards under
21 CFR. § 8203(z)(x); 21 CFR. § 820.22; 21 CFR. § 820.5;21 CF.R. §820.1(a); 21

CFR. § 82022; 21 C.FR. § 820.160(a); 21 C.F.R. § 820.198(a) and 21 C.F.R. § 820.170(a).

Conceptus and Bayer breached these duties as stated in this Complaint, specifically the First
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Cause of Action, Secoﬁd Cause‘ of Action, Third Cause of Action and Fourth Cause of Action
which are incorporated by feferencé herein. |

763; Conceptus and Bayer had duties to establish and maintain prdcedures for
implementing CAPAS under 21 C.F.R. § 820.100. Conceptus and Bayer breached these duties
as stated in this Complaint, specifically the First Cause ~of Action, Second Cause of Action,
Third Cause of Action and Fourth Cause of Acﬁon, which are incorporated by feference herein.

2. Concepfus and Baver failed to comply with FDA approval of Essure®,
resulting in a “manufacturing defect” of the device.

764.  Conceptus and Bayer also violated federal law in fthe manufacture of Essure®
in that they:
A) used non-conforming material;
B) failed to use pre-sterile and post-sterile cages;
0 ma.nufacturéd Essure® at an unlicensed facility;
D) manufactured Esvsulre® for three years without a license to do so;

E) failed to analyze or identify existing potential causes of non-conforming
product and other quality problems;

F) failed to track the non—conforming. product;

G)  failed to follow procedures used to control products which did not conform
to specifications;

H) failed to have complete Design Failure Analyses; and

D failed to document CAPA activities for a supplier correction action;
765.  The original design for a Class Il medical device is the product that is
approved by the FDA. This FDA approval incluaes not only the physical components of the
product, but tﬁe labeling and intended use of the product as well. |

766.  Under federal regulations, a product that does not comply with the FDA
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approval is considered “adulterated” and/or “misbranded.” Under state law, a product that does
not comply with the FDA approva1 is considered a “manufacturing defect.” Therefore, any |
product sold that is not incompliance with the FDA approval .is both misbranded and/or

~ adulterated under federal law and a manufacturing defect under State law. T heréforé, the same
underlying defect and/or actions of the manufacturer that have given rise to a federal
violation are also a parallel state violation.

767. Violating the conditions of approval for the FDA approval is another way of
saying that the manufacturer violated the original design of the product and thére_fore creates a
viable manufacturing defect claim.

768.  There are multiple manufacturing defects in the Eésure® device that were
implanted into Plaintiffs which caused Plaintiffs’. device. to migrate and/or break/fracture
apart and/or caused Plaintiffs to experience ‘heavy menstrual cycle bleeding and long-term
chronic pain amongst other side effects, all which became known to Conceptus and Bayer,
including but not limited to:

A)  The stainless steel used in the device became unpassivated, which can
cause the device to rust;

B) the nitinol could have a nickel rich oxide which the body aﬁacks;
O the no lead solder could in fact have trace lead in it;

D) the Galvanic action between the metals used to manufacture Essure®,
which causes the encapsulation of the product within the fallopian tubes,
could be a continuous irritant to some patients;

E)  the nitinol in the device can degrade due to High Nickel lon release,
increasing the toxicity of the product for patients;

F) latent manufacturing defects such as cracks, scratches, and other
disruption of the smooth surface of the metal coil, may have existed in
the finished product, causing excess nickel to leach into the surrounding
tissues after implantation;
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G) PET fibers degrade at 65 degrees, therefore considerable degradation is

- expected at 98 degrees in the human body and degradation products of

the PET used in the implant can be toxic to patients, inciting both
chronic inflammation and possible autoimmune issues;

H) the mucosal immune response to nickel is different than the immune
response in non-mucosal areas of the body;

D there was an inadequate solder joint between the inner and outer coils
of the micro-insert which can cause the micro-insert to fracture/break
apart, and which Conceptus and Bayer admit is or could be a reason for
device breakage, and;
J) the central axis was not fully adhered to the spring which can cause the

micro- insert to fracture/break apart, and which Conceptus and Bayer
admit is or could be ‘a reason for device breakage.

769.  The Essure® device implanted in Plaintiffs was not reasonably safe for its
intended uses and was defective as described herein as a matter of law with respect to its
manufacture, in that it deviated materially from Conceptus and Bayer's design and
mmufacﬁﬁng specifications in such a maﬁner as to pose unreasonable increased risks of
serious bodily harm to Plaintiffs.

770.  The Essure® devices manufactured and sold by Conceptus and Bayer and
implanted into Plaintiffs were defective in manufacture because they did not comply with
Conceptus’ and .Bayer’s own design }spediﬁcations, used non-conforming material, and
deviated from otherwise identical units from the same product line,. manufactured with the
same specifications.

771. At all times mentioned herein, Conceptus and Bayer placed Essure® on the
market and suppiied the Essure® device used during Plaintiffs’ permanent sterilization
procedures.

®

772.  Conceptus and Bayer have a duty to manufacture the Essure® device
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| consistent with the specifications, requirements, _federal regulations, PMA, and/or conditions
of approval. |
773. At the time the Essure® devices left control of Conceptus‘and Bayer when they
Wére implanted into Plaintiffs, they wére umeasoﬁably dangerous due to non-compliance by

both companies with the FDCA, and the regulations promulgated pursuant to it.

B. THERE IS A CAUSAL AND FACTUAL NEXUS BETWEEN
- PLAINTIFFS’ INJURIES AND DEFENDANTS’ BREACH OF ITS
STATE LAW DUTIES AND IDENTICAL FEDERAL REQUIREMENTS.

774.  Conceptus and Bayer breached their identical state and federal duties, as alleged
in all pridr Counts of this Complaint, and incorporated by reference herein.

775. - Since Conceptus and Bayer failed to meet their duties under the above mentioned
federal and parallel state laws, Plaintiffs and Plaintiffs’ treating physiéians did not know and had
no reason to know that Essure® Wé.S causing Plaintiffs’ injuries.

776. As such, Plaintiffs and Plaintiffs’ treating physicians céuld not properly a.nd/or
timely diagnose the cause of Plaintiffs’ injuries, which caused and/or contributed to Plaintiffs
having to endure prolonged and unnecessary pain and suffering.

777.  As a direct and proximate result of Defendants’ violations of one or more of
the above mentioned federal étatufory and regulatory standards of care, Essure® was
ifnplanted in Plaintiffs and Plaintiffs weré caused to endure a serious injury, as defined in 21
C.FR. § 803.3. | |

778. Plaintiffs were caused to suffer, and will suffer in the future, injuries
including, but not limited to pain, suffering, lost wages, disability, disfigurement, légal
obligations for hospital, medical, nﬁrsing, rehabilitative, and other médical services and

treatment.
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NINTH CAUSE OF ACTION
Violation of Kentucky Consumer Protection Law
KRS §§ 367.170 et seq.

779. - Plaiptiffs repeat and incorporate by reference all other paragraphs of this Petition
as if fully set forth herein and further allege as follows:

780. Conceptus and Bayer had a statutory duty to refrain from unfair or deceptive acts
or trade practices in the design, labeling, development, manufacture, promotion, and sale of the

Essure® product. |

781. Conceptus and Bayer engaged in wrongful conduct while et the same time
obtaining, under false pretenses, moneys from Plaintiffs for Essure® that would not have been
paid had Conceptus and Bayer not engaged in unfair and deceptive conduct.

782. Conceptus and Bayer engaged in unfair methods of competition or deceptive acts
or practice that were proscribed by law, including the following:

A) Representing that goods or services have characteristic ingredients, uses,
“benefits or quantities that they do not have;

B) Advertising goods or services with the intent not to sell them -as
advertised; and

O Engaging ih fraudulent or deceptive conduct that creates a likelihood of
confusion or misunderstanding.

78.3. Conceptus and Bayer are the supplier, manufacturer, advertiser, and seller, who is
subject to liability under Ky. Rev. Stat. Ann. §§ 367.170 et seq. for unfair, deceptive, false, and
misleading consumer sales practices.

784. Conceptus’ and Bayer's deceptive and fraudulent representations and material
omissions to patients, physicians and consumers, including Plaintiffs, constituted unfair,
misleading, deceptive or false acts or practices in the conduct of trade or commerce in violation

of Ky. Rev. Stat. Ann. §§ 367.170 et seq.
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785. Conceptus and Bayer violated the state statutes that Were enacted to- protect
consumers against unfair, deceptive, false and misleading trade practices and false advertising,
by knoWingly and falsely representing that the Essure® pfoduct was fit to be used for the purpose
for which it was intended, when in fact it was defective and dangerous, and by other acts alleged
herein. These representations were made in marketing and promotional materials.

786. Cénceptus and. Bayer had'actual knowledge of the defective and unreasonably
dangerous condition of Essure® and failed to take any action to cure such defective and
dangerous conditions.

787.  Plaintiffs were injured by the cumulative and indivisible nature of Conceptus’ and
Bayerfs conduct. The cumulative effect of Conceptus’ and Bayer's conduct directed at patients,
physicians and consumers was to create derhand for and sell Essure®. Each aspect of Conceptus’
and Bayer's conduét combined to artificially create sales of Essure®.

788.  Plaintiffs purchased and used the Essure® device for personal use and suffered
ascertainable losses as a result of Conceptus’ and Bayer's actions in violation of Ky. Rev. Stat.
Ann. §§ 367.170 et seq.

789. Had Conceptus and Bayér not engaged in the deceptive conduct described herein,
Plaintiffs’ phyéicians could not have used Essure® and Plaintiffs would not have purchased
and/or paid for Essure® and would not have incurred related medical costs and injury.

790. Plaintiffs> physician relied upon Conceptus’ and Bayer's nlisfepresentations and
material ,omissilons in determining whether to use Essure®.

791. Bayer's conduct and acts of unfair competition are oﬁgoing and present a
continuing threat of harm to the general public.

| 792. By reason of unlawful acts engaged in by Conceptus and Bayer, and as a direct
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and proximate result thereof, Plaintiffs have suffered ascertainable losses and damages.

793.  As a direct and proximate result of Conceptus’ and Bayer's Violétions of the state
consumer protection laws cited herein, Plaintiffs have sustained economic losses and other
damages and are entitled to Steitutory and compensatory damages in an amount to be proven at
trial. |

TENTH CAUSE OF ACTION

Product Liability for Reseller of Medical Products
Against PMC

794.  Plaintiffs inédrporate by referenée all previous and subsequent paragraphs of this
Complaint as if fully set forth herein and further allege as follows: |

795. PMC purchased for‘distribution and sale to all Plaintiffs the Essure® devices.

796.  Essure® as sold by PMC was unreasonably dangerous and defective, and failed to
perform as safely as an ordinary consumer would expect because its risks outweighed its benefits
for the use intended when it was sold to the aforementioned Plaintiffs.

797. PMC knew or should have known at the time of distributipn or sale of the Essure®
devices that they were defective.

798.  Under KRS § 41 1.340, a hospital is a “middleman” under Kentucky law and.thus
shielded from products liability unless an exéeptioh applies. For the “middleman” defense to
apply: (1) the product resold by the middleman must be in its original manufactured condition or
package, or in the same condition such product was in when received by séid wholesaler,
distributor or retailer; (2) the wholesaler, distributor or retailer must not have breached an
express warranty, or known or should have known at the time of distribution or sale of such

product that the product was in a defective condition, unreasonably dangerous to the user or

consumer; and (3) the damages must have arisen solely from distribution or sale of the product.
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799.  PMC is not entitle.d to the “middieman” defense because it knew or should-have
known that the medical device delivered and intended to be used in Plaintiffs’ surgeries were in a
defective condition, unreasonably ‘dan'ger.ous to the user or consumer.

800. Plaintiffs used Essure® in a manner intended and reasonably foreseeable by PMC.

801. .Plaintiffs were not aware of the aforementioned‘ defects at any time prior to the

* injuries caused by Essure®.

802. As a legal and proximate result of the aforementioned defects of Essure®,
Plaintiffs have sustained the_iﬁjwies and damages set forth herein.
803. Plaintiffs are ther»eforé éntitled to damages in an amount to be proven at trial,
together with interest thereon and costs. | |
ELEVENTH CAUSE OF ACTION

Medical Negligence
Against PMC

804. Plaintiffs incorporate by reference all previous and subsequent paragraphs of this

Complaint as if fully set forth herein and further allege as follows:

A. PLAINTIFFS’ CLAIMS FOR MEDICAL NEGLIGENCE.

805. By and thiough its agents, servants and/or employees, ost.ensible agents, servants
and/or employees, PMC undertook a duty to provide appropriate medical care ahd treatment to
Plaintiffs and allowed Eésure® to be used in_ its medical facilities.

806. PMC had a duty to render that degree of medical care that an ordinarily prudent
hospital would render in the same or similar circumstances. |

807.  Prior to their Essuré® procedures, PMC, through its agents and employees, failed
to inform Plaintiffs that the Essure® device was not an appropriate form of birth control for them.

Instead, PMC advocated Essure® over other more appropriate forms of birth control. By failing
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to fully inform Piaintiffs of this, PMC deviated fro’m acceptable medicﬂ practice by not fully and
appropriately informing Plaintiffs of their options.

808. Under KRS § 304.40-320, all “health care providers” have a duty to ensure that a
patient gives his or her informed consent for a procedure. PMC breached this duty by failing to
appropriately infc_)rm Plaintiffs of their options for birth control. |

809. In addition, on April 22, 2013, and Juiy 2, 2015, Plaintiffs Newsome and Howell
had bilateral salpingectomies. One purpose of these procedures was the remoyal of the Essure®
deviceé. However, the pathology reports did not show that their devices had been removed.

810.  Plaintiffs Newsome and Howell were not informed that their devices had not been
completely removed.

811. PMC, in failing to take measures to completely remove the Essure® devices and in
failing to inform Plaintiffs Newsome and Howell that théy had not been removed, deviated from
an acceptable standard of me.dicall care.

812. PMC’s failure to conform to the standard of ordinarily prudent heaith care
providers in the same or similar circumstances was. a substantial factor in causing Plaintiff
Newsome’s and Howell’s injuries, detailed in this Complaint.

~ 813.  Plaintiffs would not have c.onsented to the use of Essure® had they been fully
informed of the risks by PMC and its agents. |

814. As a proximate result of the negligence and carelessness of ‘the employees,
associates, partners, agents, affiliates, contract employees, and/or officers of PMC, Plaintiffs
were caused to suffer serious physical and mental paih and anguish, past and future medical and

hospital expenses, past and future wage loss, loss of enjoyment of life, increased risk of future

harm, and future impairment of Plaintiffs’ ability to work and earn money, all in excess of the
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jurisdictional limits of this Court.

XI. PRAYER FOR RELIEF

WHEREFORE, Plaintiffs respectfully demand judgment against all Bayer Defendants

and PMC, and each of them, individually, jointly and severally, and request compensatory

damages, together with interest, cost of suit, attorneys’ fees, and all such other relief as the Court

deems just and proper as well as:

A)

B)

C)
D)
E)
F)
G)

H)

compensatory damages to for past, present, and fuﬁue damages, including,
but not limited to, | great pain and sﬁffering and emotional distress and
anguish, for pe_rsonal injuries sustained by Plaintiffs, health and medical
care costs, together with interest and costs as provided by law;

for all ascertainable economic and non-economic damages in an amount as
provided by law and to be supported by evidence at trial;

for specific damageé according to proof;

for Punitive and Exemplary da.rnagesvaccording to proof;

for pre-judgment interest and post-judgment interest as allowed by law;.
for reasonable attorneys’ feeé;

for the costs of these proceedings; and

for such other and further relief as this Court deems just and proper.

DEMAND FOR JURY TRIAL

Plaintiff hereby demands a jury trial.
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Respectfully submitted,

/s/ Gregory J. Bubalo

Gregory J. Bubalo, Esq.

Kate A. Dunnington, Esq.

BUBALO GOODE SALES & CRONEN PLC
9300 Shelbyville Rd., Ste. 210

Louisville, KY 40222

-502-753-1600

gbubalo@bubalolaw.com
kdunnington@bubalolaw.com

/s/ Gary C. Johnson

Gary C. Johnson, Esq.
Rhonda J. Blackburn, Esq.
Raabia Wazir, Esq.

GARY C. JOHNSON, P.S.C.
110 Caroline Avenue

PO Box 231

Pikeville, KY 41502
606-437-4002
gary@garycjohnson.com
rblackburn@garycjohnson.com
rwazir@garycjohnson.com

Lewis O. Unglesby (La. Bar #12498)
Lance C. Unglesby (La. Bar #29690)
(Pro Hac Vice Applicants Anticipant)
UNGLESBY + WILLIAMS
607 St. Charles Avenue

New Orleans, Louisiana 70130

Tel: (504) 345-1390

Fax: (504) 324-0835
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Wells T. Watson (La. Bar #20406)

Jeffrey T. Gaughan (La. Bar #22384)

Zita M. Andrus (La. Bar #31794)

(Anticipated Pro Hac Vice)

BAGGETT, MCCALL, BURGESS,
WATSON & GAUGHAN

3006 Country Club Road

P. O Drawer 7820

Lake Charles, LA 70605

Tel: (337) 478-8888

Fax: (337) 478-8946

Date: February 24, 2017
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‘ NEWSOME, FRANKIE , ET AL VS. BAYER
A% KENTUCKY CORPORATION, , ET AL

COURT OF JUSTICE ~ PIKE CIRCUIT COURT
17-CI-00229 Filed on 02/24/2017 as CONTRACT with HON. EDDY COLEMAN
**%*x NOT AN OFFICIAL COURT RECORD ***x*

Parties 17-CI1-00229
BAYER CORPORATION, as DEFENDANT / RESPONDENT

' Address

| 100 BAYER RD
! BUILDING 4

| PITTSBURGH PA 15205 :

. Summons
CIVIL SUMMONS issued on 02/24/2017 served on 03/03/2017 by way of CERTIFIED MAIL ;
! SERVE CSC LINDA SMITH

BAYER ESSURE, INC.,, as DEFENDANT / RESPONDENT

- Address

v FKA CONCEPTIUS,INC
100 BAYER ROAD
PITTSBURGH PA 15205

: Summons
CIVIL SUMMONS issued on 02/24/2017 served on 03/09/2017 by way of CERTIFIED MAIL
SERVE CSC THROUGH SOS SERVED 3-2-17

BAYER HEALTHCARE LLC, as DEFENDANT / RESPONDENT

. Address
100 BAYER BLVD. -

' Summons
CIVIL SUMMONS issued on 02/24/2017 served on 03/03/2017 by way of CERTIFIED MAIL
‘' LINDA SMITH SERVE CSC

BAYER HEALTHCARE PHARMACEUTICALS INC, as DEFENDANT / RESPONDENT

 Address
100 BAYER BLVD
E WHIPPANY NJ 07981

 Summons
CIVIL SUMMONS issued on 02/24/2017 served on 03/03/2017 by way of CERTIFIED MAIL
LINDA A SMITH SERVE CSC

HWELL, KIMBERLY as PLAINTIFF / PETITIONER
NEWSOME, FRANKIE as PLAINTIFF / PETITIONER
PIKEVILLE MEDICAL CENTER, INC., as DEFENDANT / RESPONDENT

Address
911 BYPASS ROAD
PIKEVILLE KY 41501

Summons
CIVIL SUMMONS issued on 02/27/2017 served on 02/27/2017 by way of RETURNED TO ATTORNEY /PETITIONER
CIVIL SUMMONS issued on 02/24/2017 served on 03/03/2017 by way of CERTIFIED MAIL
SERVE PAMELA TODD MAY

VARNEY, STACEY as PLAINTIFF / PETITIONER
JOHNSON, GARY C., as ATTORNEY FOR PLAINTIFF

Address
3/22/2017 trobinson@bsgeast.com
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P O BOX 231
PIKEVILLE KY 41501

Documents 17-CI1-00229

ANSWER filed on 03/17/2017
TO PLAINTIFFS COMPLAINT ON BEHALF OF DEFENDANT PIKEVILLE MEDICAL CENTER INC

CERTIFICATE OF MAILING filed on 02/27/2017
BAYER HEALTHCARE CSC

CERTIFICATE OF MAILING filed on 02/27/2017
BAYER CORP CSC

CERTIFICATE OF MAILING filed on 02/27/2017
PIKE MED PAM MAY

CERTIFICATE OF MAILING filed on 02/27/2017
SOS BAYER ESSURE INC.

CERTIFICATE OF MAILING filed on 02/27/2017
BAYER HEALTHCARE CSC

COMPLAINT / PETITION filed on 02/24/2017

Images 17-CI-00229
There are no images found for this case.

**** End of Case Number : 17-CI-00229 ****

3/22/2017 trobinson@bsgeast.com
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. SENDER: COVPLETE THIS SECTION.

= Complete items 1, 2,and 3.
M Print your name and address on the reverse
so that we can return the card to you.
M Attach this card to the back of the mailpiece,
or on the front if space permits.

DELIVERY.
Wi EI Agent

?.éj/;vé’/&{; ﬁ / e /é:' Addressee
‘B:-Received by Pﬂ% C. Date of Delivery
N NS

1. Article Addressed to: ;’?- Ci1-220

&Obb\gr Core-

Corporation Service Company
421 West Main Street
Frankfort, Ky 40601

4

ifferent from ite O Yes
ry ress below
(//‘v
4 5/

3. ServiceType 3 Prlority Mall Express®
1 Adult Signature 1 Registered Mal|™
O Adult Signature Restricted Delivery [m] Heglstered Mail Restricted
ertified Mail® elivel
5 E l '-! U D U U O 578 ? D 5 41 i ertiied Mall Restricted Delivery 01 Return Recelpt for
ollect on Delivery El g}emt;andl(s:e s
O Collect on Delivery Restricted Delive gnature Confirmation
2 Article Number (Transfer from serwce Iabel) S Yy Ty 0 Signature Gonfirmation-
1 Insured Mail Restricted Delivery Restricted Deliver
(over $500) -

PS Form 3811, July 2015 PSN 7530-02-000-9053

Domestic Return Receipt
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SENDER COMPLETE THIS SECTION, : COMPLETE THIS SECTION ON DELIVERY '

m Complete items 1, 2, and 3. A. Signature T '
B Print your name and address on the reverse X LI Agent
so that we can return the card to you. g o oo L1 Addressee
B Attach this card to the back of the mailpiece, B. Recelved by (Primted flgtnd)} £ LY} IDate of Delivery
or on the front if space permits.
1. Atticle Addressed to: | 1" ]-]2.9 D. Is delivery address different from item 12 LI Yes
If YES, enter delivery address below: [ No
P & P
Patjee essvreJFre
Secretary of State
P.O. Box 718 3. Service Type O Priority Mail Express®
i gzgu:g g;gnature B T O Registered Mail™
ult Signature Restric elivel [ Registered Mall Restricted
F ra n kfo rt1 Ky 4 06 0 1 [ Certified Mail® T Dggvzry g
. O Gertifled Mall Restricted Delivery O Return Recelpt for
llect on Delivery Merchandise
0 Adiala Niimbns (Tonnnfas fomm ammifnm Il < llect on Delivery Restricted Delivery g g;gnatum gonfﬁfma’gogm, 3
O Insured Mail ignature Confirmation . §
B 2140 0O D U D 5 ? 8 ? U 4 E‘ D o lgzﬁred M:lll Restricted Delivery Restricted Delivery ’

R R (over $500) !

,,,‘ H
H

Domestic Return Recelpt




| SENDER: ComPLETE THiS SecTion

& Complete items 1, 2, and 3 - || A Signature ; . i
H Print your name and address on the reverse w / M I Agent
So that we can return the card to you. sL2eed o, (] :ﬁ&o’&\ L1 Addresses
M Attach this card to the back of the mailpiece, "B Received by (P fiteg NéT;) ;
or on the front if space permits. & 5

1. Article Addressed to; ]7,_(: |-Q3 9 :
baver heatbheore

Corporation Service Company
421 West Main Street
Frankfort, Ky 40601

D. Is delivery addr
If YES, enter deliet)

3. Service Type 0 Priority Mail Express®

O Adult Signature O Reglstered Majm
O Adult Signature Restricted Delivery I Registered Mail Restricted
O gertified Mail® Delivery

(Certified Mail Restricted Delivery O Retum Recelpt for

) Collect on Delivery _ Merchandise
gug? O Collect on Delivery Restricted Delivery [ Signature Confirmationm
b El L*.D D D o D 37 d ¢ O Insured Mail v " 0 Signature Confirmation
- Hin H Insured Mall Restricted Delivery Restricted Delivery
Pt (over $500)
- PS Form 3811, July 2015 psy 7530-02-000-9053

Domestic Return Receipt
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| SENDER: COMPLETE THIS SECTION
® Complete items 1,2, and 3.
m Print your name and address on the reverse
&0 that we can return the card o you.
@ Attach this card to the back of the mailpiece,
or on the front if space permits.

1. Article Addressed 10: FCl= EXSN D. Is delivery address
1 If YES, enter deliye

v Dames Heg tUe>C f har 7. _HOC
Corporation Service Company
421 West Main Street
Frankfort, Ky 40601

7 24 1 Addressee

fom item 12 T Yes
4 [ No

!\
|

Rsmmmmm——
3. Service Type [ Priority Mail Express®
O Adult Signature [ Registered Mail™
21§ @INIEI DA (EIBREILIE B TR R L [ Adult Signature Restricted Delivery [l Registered Mall Restricted
D Certified Mail® Delivery
L 2140 0O Qoo 57a7 053y \Gertiied Mail Restricted Delivery {1 Return Recelpt for
[ Collect on Delivery & rél_erchtandlcs:e crmation™
i 0 Collect on Delivery Restricted Delivel ignature Confirma on
2. Article Number (Transfer from service label) D oied Mail ry 0 Signature o irmation
O Insured Mail Restricted Delivery Restricted Delivery
(over $500)

. PS Form 381 1, July 2015 PSN 7530-02-000-9053 T Domestic Return Receipt ¢
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| SENDER: COMPLETE THIS SECTION

| Gomplete items 1, 2, and 3. 4 o ;
M Print your name and address on the reverse ! Agent
so that we can return the card 1o you. Addresses
s Attach this card to the back of the mailpiece, C. Date of Delivery
or on the front if space permits. .
1. Article Addressed to: — D. Is delivefy address differe t fromiitem 12 O Yes
l 7’(: ! ;9" ﬁ - If YES, enter delivery address below: [ No
: Med. Cer rese
L a e
pgme,h\ /\’o
3, Servlce Type 0 Priority Mall Exprsss@
l\ll\ I|||\ || \\II\\I I \I\II\I o e
1 Adult Signature Restricted Delivery Ll Registered Mail Restrlcted
0 0000 5787 0473 (e Ml Restrited D £ Batier Bocelpt
rtified Mall Restricte elivery eturn Recelpt for
‘]‘E..E,} 4 _M__D g B " |OCollect on Delivery o l\slllerchtancﬂ(szﬂcamr e
S : K
2. Article Number (Transfer from service Iabel) : E‘] ﬁ‘;‘:ﬁ;"" Delivery Restricted Delivery . - SIS:":tﬂ:E = it o?] i
O Insured Mall Restricted Delivery Restricted Dellvery,
(over $500) _g
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AOC-105 Doc. Code: Cl Case No. _17-Cl-229
I;ev. 4-0‘lf 02/27/2017 03:52 pm
age 1 of 1
g Ver. 1.01 Court [V] cireuit [ Ipistrict
Commonwealth of Kentucky S .
Court of Justice County Pike
CR 4.02; CR Official Form 1 CIVIL SUMMONS

PLAINTIFF

FRANKIE NEWSOME, KIMBERLY HOWELL,
STACEY VARNEY

VS.

EFENDANT
BAYER CORPORATION, ET AL

Service of Process Agent for Defendant:
SERVE: PIKEVILLE MEDICAL CENTER, INC.

THROUGH ITS AGENT: PAMELA TODD MAY
127 PARK STREET
PIKEVILLE, KY 41501

THE COMMONWEALTH OF KENTUCKY
TO THE ABOVE-NAMED DEFENDANT(S):

You are hereby notified a legal action has been filed against you in this Court demanding relief as shown on
the document delivered to you with this Summons. Unless a written defense is made by you or by an attorney on
your behalf and filed in the Clerk’s Office within 20 days following the day this paper is delivered to you, judgment by
default may be taken against you for the relief demanded in the attached Complaint.

The name(s) and address(es) of the party or parties demanding relief against you are shown on the document
delivered to you with this Summons.

~\ N o ) ) L
Date: ’(\" - ."/;{ i 2 fjg/ /) ‘/ \/\/\ /\(\( Y (>4 AN Q/\/L \C/)Oj/ Clerk
| e STYice. By: ré\\) fjﬁh@( (//7/1 D.C.
\}i ‘ , 4 ',’/,"'k
s

o PR i Proof of? Servnce ; : ' PTG
iThlS Summons was served by dellvenng a true copy and the Complalnt (or other |n|t|at|ng document) to D e
Sevve P ken\) uL e M& b /c,p/w [ CeNjer UG
,’thus&']_dayof_ Fe Ll UL ' o~

o i Served by M%\J/{ '%‘n T

Page 1 of 1
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' U.S. Postal Service” c
CERTIFIED IVIAIL@ RECEIPT

i Domestlc Marl only:

* For deliveryinformation; Vi

Certified Mail Fee

ﬂ -
s [2-C]-P29
Extra Services & Fees (check box, add fee as appropriate)

] Return Recelpt (hardcopy) $
] Return Receipt (electronic) Postmark

[ Certified Mail Rgstricted Delivery $
Dl Aduit sugnanﬁzvﬁgc{ ) s m e, W&!Iﬁ’l@l

[CJAdutt Signatute
Postage

}%,Ta, Corporation Service Company
421 West Main Street
Frankfort, Ky 40601

Sent

701k 2140 0000 5787 EISBLI

“See Reversaforlnstiuctions:

{PSiForm 3800;/Apr2015 pEN7a0:02:000-6047
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lcted Delivery g
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CJAdui Signature Restyy
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% 421 West Main Street
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Postmaric
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CER FIEI*J?'MAIL® RECEIPT

* Fordelivery inform

Certified Mall Fee
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[CIReturn Recelpt
I Return Receipt ( ic) $ Postmark
[ Certified Mail f icted Delivery  $ Here
CJAdult Signatum Required $
[JAduit Sig d Delivery $
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"UBm Moy,
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 U.S. Postal Service” ‘
. CERTIFIED MA|L® R CEI’PT‘

i ‘Domestic. Mall only: -

tFordeliveny: informatnon, Visi

Certified Mail Fee
$ ! 7 C/ - o> 9
Extra Services & Fees (check box, add fee as appropriatc)

[JReturn Receipt (hardcopy) S

[ Return Receipt (electronic) S Postmari
[ Certified Mail Restricted Delivery  $____ Here

[CJAdult Signature Required B > ;"‘ " j‘
[ Aduit Signaturo Restricted Deuve, S Vit e,
Postage

$
Total Po

Secretary of State
_— P.O. Box 718

—_— Frankfort, Ky 40601 ...

70LL 2140 0000 5787 O4&0

s Foli G800, vl 0iaFeN aotatigasit. - Ses Raiaise o1 iiisions!
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ANNA PIN PINSON SPEARS
FEB 27 2017

COURT

1K :
.%Y:/f—Lv’ﬁlAL_'r:PC’

; Postal Ser\nce

CERTlFIED MAIL® RECEIPT

. Domestic Mail. only:

‘For delivery: mformatlon,

Certified Mail Fee

n' CL- o3

Extra Services & Fees (check box, add fee as appropriate)
[JReturn Receipt ( $
] Return Recelpt ( ic) $

s
[ Gertified Mall Regjricted Delivery $

[C] Aduit Signature 3equ

I:]Adult Signature Rstricted Delivery $__

201k 2140 0000 5787 D‘-H?

:’1 421 West Main Street
ss Frankfort, Ky 40601
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FILED
ANNA PINSON SPEARS
COMMONWEALTH OF KENTUCKY MAR 17 2017
PIKE CIRCUIT COURT pie'om
DIVISION NO. I NROSTRICT Cougy
e
CIVIL ACTION NO. 17-CI-229
FRANKIE NEWSOME,
KIMBERLY HOWELL, and PLAINTIFFS
STACEY VARMEY
VS.
BAYER CORPORATION, DEFENDANTS

BAYER HEALTHCARE, LLC,

BAYER ESSURE, INC., (F/K/A CONCEPTUS, INC,,
BAYER HEALTHCARE PHARMACEUTICALS, INC.,
And PIKEVILLE MEDICAL CENTER, INC.,

E b kS o o S o S S T S o o S R S S o S

ANSWER TO PLAINTIFFS’ COMPLAINT
ON BEHALF OF DEFENDANT
PIKEVILLE MEDICAL CENTER, INC.

bR R R R R R S L R S

Comes the Defendant, Pikeville Medical Center, Ihc., by and through counsel, and
for its Answer to the Plaintiffs’ Complaint, states as follows:

FIRST DEFENSE

The Plaintiffs’ Complaint fails to state a claim against this Defendant upon which

relief can or should be granted, and therefore, the Plaintiffs’ Complaint should be

dismissed.

SECOND DEFENSE

1. This Defendant lacks sufficient knowledge or information to admit or deny the
allegations contained in numerical paragraphs 1-64 of the Plaintiffs’ Complaint, and

therefore, DENIES same.
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2. This Defendant ADMITS the allegations contained in numerical paragraph 65
of the Plaintiffs’ Complaint.

3. In response to numerical paragraph 66 of the Plaintiffs’ Complaint, this
Defendant ADMITS that it provides medical professional services, including obstetrics
and gynecological services, but lacks sufficient information or knowledge to admit or
deny the remaining allegations contained in numerical paragraph 66, and therefore,
DENIES same.

4. This Defendant lacks sufficient information to admit or deny the allegations
contained in numerical paragraphs 67 and 68 of the Plaintiffs’ Complaint as “at all times
relevant herein” is not defined and no specific physician is identified, and therefore,
DENIES same.

5. In response to numerical paragraph 69 of the Plaintiffs’ Complaint, this
Defendant DENIES that it has ostensible agents. This Defendant lacks sufficient
knowledge or information to admit or deny the remaining allegations contained in
numerical paragraph 69 of the Plaintiffs’ Complaint, and therefore, DENIES same.

6. This Defendant DENIES the allegations contained in numerical paragraph 70
of the Plaintiffs’ Complaint to the extent said allegations are directed at it. This
Defendant lacks sufficient knowledge or information to admit or deny the allegations
contained in numerical paragraph 70 of the Plaintiffs’ Complaint, to the extent said
allegations are directed at other defendants, and therefore, DENIES same.

7. This Defendant lacks sufficient knowledge or information to admit or deny the
allegations contained in numerical paragraph 71 of the Plaintiffs’ Complaint, and

therefore, DENIES same.
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8. This Defendant DENIES the allegations contained in numerical paragraphs 72
and 73 of the Plaintiffs’ Complaint to the extent said allegations are directed at it. This
Defendant lacks sufficient knowledge or information to admit or deny the allegations
contained in numerical paragraph 72 and 73 of the Plaintiffs’ Complaint, to the extent
said allegations are directed at other defendants, and therefore, DENIES same.

9. In response to numerical paragraph 74 of the Plaintiffs’ Complaint, this
Defendant DENIES that it committed torts in whole or in part against the Plaintiffs. This
Defendant ADMITS that it is a Kentucky Corporation providing medical services in the
Commonwealth of Kentucky. This Defendant lacks sufficient knowledge or information
to admit or deny the remaining allegations contained in numerical paragraph 74 of the
Plaintiffs’ Complaint, and therefore, DENIES same.

10. In response to numerical paragraph 75 of the Plaintiffs’ Complaint, PMC
ADMITS that it does business in the Commonwealth Kentucky but lacks sufficient
knowledge or information to admit or deny the remaining allegations contained in
numerical paragraph 75, and therefore, DENIES same.

11. This Defendant DENIES the allegations contained in numerical paragraph 76
of the Plaintiffs’ Complaint.

12. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 77 of the Plaintiffs’ Complaint, and
therefore, DENIES same.

13. This Defendant states that numerical paragraphs 78 through 330 and relevant
exhibits and/or referenced articles labeled “Facts” in the Plaintiffs’ Complaint do not

contain allegations to which a response is required, but, to the extent that said paragraphs
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are construed otherwise, this Defendant is, at this time, without sufficient knowledge or
information as to the truthfulness of the allegations contained therein, and therefore,
DENIES same.

14. In response to numerical paragraph 331 of the Plaintiffs’ Complaint, this
Defendant reincorporates its answers to the allegations contained in numerical paragraphs
1-330.

15. This Defendant lacks sufficient knowledge to admit or deny the allegations
contained in numerical paragraphs 332-341 of the Plaintiffs’ Complaint, and therefore,
DENIES same.

16. In response to numerical paragraph 342 of the Plaintiffs’ Complaint, this
Defendant reincorporates its answers to the allegations contained in numericél paragraphs
1-341.

17. This Defendant lacks sufficient knowledge to admit or deny the allegations
contained in numerical paragraphs 343-357 of the Plaintiffs’ Complaint, and therefore,
DENIES same.

18. This Defendant DENIES the allegations contained in numerical paragraphs
358-360 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 358-360 as to other parties named
in suit, and therefore, DENIES same.

19. This Defendant lacks sufficient knowledge to admit or deny the allegations
contained in numerical paragraphs 361-362 of the Plaintiffs’ Complaint, and therefore,

DENIES same.



Case: 7:17-cv-00057-KKC Doc #: 1-1 Filed: 03/23/17 Page: 177 of 199 - Page ID#: 192

20. This Defendant DENIES the allegations contained in numerical paragraph
363 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed at
Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraph 363 as to other parties named in
suit, and therefore, DENIES same.

21. This Defendant ADMITS the allegations contained in numerical paragraph
364 of the Plaintiffs’ Complaint.

22. In response to numerical paragraph 365 of the Plaintiffs’ Complaint, this
Defendant ADMITS that Dr. Hobbs implanted the Essure Device but lacks sufficient
knowledge or information to admit or deny the remaining allegations contained in
numerical paragraph 365 of the Plaintiffs’ Complaint, and therefore, DENIES same.

23. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 366-368 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

24. This Defendant ADMITS the allegations contained in numerical paragraph
369 of the Plaintiffs’ Complaint.

25. In response to numerical paragraphs 370-372, this Defendant ADMITS that
Plaintiff was treated on the dates referenced and asserts that the medical record speaks for
itself. This Defendant lacks sufficient knowledge or information to admit or deny the
remaining allegations contained in numerical paragraphs 370-372 of the Plaintiffs’

Complaint, and therefore, DENIES same.
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26. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 373-375 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

27. In response to numerical paragraph 376 of the Plaintiffs’ Complaint, this
Defendant ADMITS that Plaintiff Newsome had an appointment on November 1, 2013,
not November 11, 2013 but lacks sufficient knowledge or information to admit or deny
the remaining allegations contained in numerical paragraph 376, and therefore, DENIES
same.

28. In response to numerical paragraph 377 of the Plaintiffs’ Complaint, this
Defendant ADMITS that Plaintiff Newsome had an appointment on November 22, 2013,
but lacks sufficient knowledge or information to admit or deny the remaining allegations
contained in numerical paragraph 377, and therefore, DENIES same.

29. This Defendant ADMITS the allegations contained in numerical paragraph
378 of the Plaintiffs’ Complaint.

30. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 379-380 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

31. In response to numerical paragraph 381 of the Plaintiffs’ Complaint, this
Defendant ADMITS that Plaintiff Newsome had an appointment on October 11, 2016,
but lack's sufficient knowledge or information to admit or deny the remaining allegations
contained in numerical paragraph 381, and therefore, DENIES same.

32. In response to numerical paragraph 382, this Defendant ADMITS that

Plaintiff was treated on October 11, 2016 and asserts that the medical record speaks for
6
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itself. This Defendant lacks sufficient knowledge or information to admit or deny the
remaining allegations contained in numerical paragraph 382 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

33. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 383-384 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

34.This Defendant ADMITS the allegations contained in numerical paragraph
385 of the Plaintiffs’ Complaint.

35. In response to numericai paragraphs 386-387 of the Plaintiffs’ Complaint, this
Defendant ADMITS that Dr. Hobbs implanted the Essure Device but lacks sufficient
knowledge or information to admit or deny the remaining allegations contained in
numerical paragraphs 386-387 of the Plaintiffs’ Complaint, and therefore, DENIES
same.

36. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 388-389 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

37. This Defendant ADMITS the allegations contained in numerical paragraph
390 of the Plaintiffs’ Complaint.

38. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 391-392 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

39. In response to numerical paragraph 393 of the Plaintiffs’ Complaint, this

Defendant ADMITS that Plaintiff Howell had an appointment on December 12, 2014,
7
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but lacks sufficient knowledge or information to admit or deny the remaining allegations
contained in numerical paragraph 393, and therefore, DENIES same.

40. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 394-397 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

41. This Defendant ADMITS the allegations contained in numerical paragraph
398 of the Plaintiffs’ Complaint.

42. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 399-407 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

43. In response to numerical paragraph 408 of the Plaintiffs’ Complaint, this
Defendant ADMITS that Plaintiff Varney had a visit on April 12, 2012, but lacks
sufficient knowledge or information to admit or deny the remaining allegations contained
in numerical paragraph 408, and therefore, DENIES same.

44. In response to numerical paragraph 409 of the Plaintiffs’ Complaint, this
Defendant ADMITS that Plaintiff Newsome had an appointment on April 24, 2012, but
lacks sufficient knowledge or information to admit or deny the remaining allegations
contained in numerical paragraph 409, and therefore, DENIES same.

45. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 410-418 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

46. This Defendant notes that the copy of the Plaintiffs’ Complaint served upon it

does not contain any paragraphs numbered 419-437. To the extent such paragraphs may

8
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exist, this Defendant lacks sufficient information to admit or deny the allegations
contained within, and therefore, DENIES same.

47. This Defendant DENIES the allegations contained in numerical paragraphs
438-445 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 438-445 as to other parties named
in suit, and therefore, DENIES same.

48. This Defendant DENIES the allegations contained in numerical paragraph
446 of the Plaintiffs’ Complaint.

49. This Defendant DENIES the allegations contained in numerical paragraph
447 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed at
Pikeville Me&ical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraph 447 as to other parties named in
suit, and therefore, DENIES same.

50. In response to numerical paragraph 448 of the Plaintiffs’ Complaint, this
Defendant reincorporates its answers to the allegations contained in numerical paragraphs
1-447.

51. This Defendant DENIES the allegations contained in numerical paragraph
449 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed at
Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraph 449 as to other parties named in

suit, and therefore, DENIES same.
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52. In response to numerical paragraph 450 of the Plaintiffs’ Complaint, this
Defendant reincorporates its answers to the allegations contained in numerical paragraphs
1-449.

53. This Defendant DENIES the allegations contained in numerical paragraphs
451-516 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 451-516 as to other parties named
in suit, and therefore, DENIES same.

54. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 517 of the Plaintiffs’ Complaint, and
therefore, DENIES same.

55. This Defendant DENIES the allegations contained in numerical paragraphs
518-537 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 518-537 as to other parties named
in suit, and therefore, DENIES same.

56. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 538 of the Plaintiffs’ Complaint, and
therefore, DENIES same.

57. This Defendant DENIES the allegations contained in numerical paragraphs
539-540 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed

at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
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deny the allegations contained in numerical paragraphs 539-540 as to other parties hamed
in suit, and therefore, DENIES same.

58. In response to numerical paragraph 541 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in numerical paragraphs
1-540.

59. This Defendant DENIES the allegations contained in numerical paragraphs
542-600 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 542-600 as to other parties named
in suit, and therefore, DENIES same.

60. This Defendant DENIES that lacks sufficient knowledge or information to
admit or deny the allegations contained in numerical paragraphs 601 of the Plaintiffs’
Complaint, and therefore, DENIES same.

61. This Defendant DENIES the allegations contained in numerical paragraph
602 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed at
Pikeville Medical Center, Inc. This Defendant DENIES that lacks sufficient knowledge
or information to admit or deny the remaining allegations contained in numerical
paragraph 602 of the Plaintiffs’ Complaint, and therefore, DENIES same.

62. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 603-605 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

63. This Defendant DENIES the allegations contained in numerical paragraph

606 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed at

11
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Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraph 606 as to other parties named in
suit, and therefore, DENIES same.

64. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 607-608 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

65. This Defendant DENIES the allegations contained in numerical paragraphs
609-610 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 609-610 as to other parties named
in suit, and therefore, DENIES same.

66. In response to numerical paragraph 611 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in numerical paragraphs
1-610.

67. This Defendant DENIES the allegations contained in numerical paragraphs
612-650 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 612-650 as to other parties named
in suit, and therefore, DENIES same.

68. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 651 and 652 of the Plaintiffs’

Complaint, and therefore, DENIES same.
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69. This Defendant DENIES the allegations contained in numerical paragraphs
653-656 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 653-656 as to other parties named
in suit, and therefore, DENIES same.

70. In response to numerical paragraph 657 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in numerical paragraphs
1-656.

71. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 658 of the Plaintiffs’ Complaint, and
therefore, DENIES same

72. In response to numerical paragraph 659 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in the Second Cause of
Action, Section A of the Plaintiffs’ Complaint.

73. This Defendant DENIES the allegations contained in numerical paragraphs
660-668 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 660-668 as to other parties named
in suit, and therefore, DENIES same.

74. In response to numerical paragraph 669 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in the Second Cause of

Action, Section D of the Plaintiffs’ Complaint.
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75. This Defendant DENIES the allegations contained in numerical paragraph
670 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed at
Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraph 670 as to other parties named in
suit, and therefore, DENIES same.

76. In response to numerical paragraph 671 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in the Second Cause of
Action, section D(1) of the Plaintiffs’ Complaint.

77. This Defendant DENIES the allegations contained in numerical paragraphs
672;674 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 672-674 as to other parties named
in suit, and therefore, DENIES same.

78. In response to numerical paragraph 675 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in the Second Cause of
Action, section D(2) of the Plaintiffs’ Complaint.

79. This Defendant DENIES the allegations contained in numerical paragraph
676 of the Plaintiffs’ Comblaint to the extent, if any, that said allegations are directed at
Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraph 676 as to other parties named in

suit, and therefore, DENIES same.
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80. In response to numerical paragraph 677 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in the Second Cause of
Action, section D(3) of the Plaintiffs’ Complaint.

81. This Defendant DENIES the allegations contained in numerical paragraphs
678-680 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 678-680 as to other parties named
in suit, and therefore, DENIES same.

82. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 681-684 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

83. This Defendant DENIES the allegations contained in numerical paragraph
685 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed at
Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the ‘allegations contained in numerical paragraphs 685 as to other parties named in
suit, and therefore, DENIES same.

84. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 686-689 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

85. This Defendant DENIES the allegations contained in numerical paragraph
690 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed at

Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
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deny the allegations contained in numerical paragraphs 690 as to other parties named in
suit, and therefore, DENIES same.

86. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 691 of the Plaintiffs> Complaint, and
therefore, DENIES same.

87. In response to numerical paragraph 692 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations céntained in numerical paragraphs
1-691.

88. This Defendant DENIES the allegations contained in numerical paragraphs
693-703 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 693-703 as to other parties named
in suit, and therefore, DENIES same.

89. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 704-709 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

90. This Defendant DENIES any allegations of negligence or wrong doing
implied or inferred by numerical paragraph 710 of the Plaintiffs’ Complaint. This
Defendant lacks sufficient knowledge to admit or deny the remaining allegations
contained in numerical paragraph 710.

91. This Defendant DENIES the allegations contained in numerical paragraph

711 of the Plaintiffs’ Complaint.
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92. This Defendant DENIES the allegations contained in numerical paragraph
712 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed at
Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraph 712 as to other parties named in
suit, and therefore, DENIES same.

93. In response to numerical paragraph 713 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in numerical paragraphs
1-712.

94. This Defendant DENIES the allegations contained in numerical paragraphs
714-731 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 714-731 as to other parties named
in suit, and therefore, DENIES same.

95. In response to numerical paragraph 732 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in numerical paragraphs
1-731.

96. This Defendant DENIES the allegations contained in numerical paragraph
733 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed at
Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraph 733 as to other parties named in

suit, and therefore, DENIES same.
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97. In response to numerical paragraph 734 vof the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in the Second Cause of
Action, section D(1-3) of the Plaintiffs’ Complaint.

98. This Defendant DENIES the allegations contained in numerical paragraph
735-736 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraph 735-736 as to other parties named
in suit, and therefore, DENIES same.

99. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 737-738 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

100. This Defendant DENIES the allegations contained in numerical paragraphs
739-741 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 739-741 as to other parties named
in suit, and therefore, DENIES same.

101. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 742-743 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

102. This Defendant DENIES the allegations contained in numerical paragraph
744 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed at

Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
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deny the allegations contained in numerical paragraph 744 as to other parties named in
suit, and therefore, DENIES same.

103. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 745 of the Plaintiffs’ Complaint, and
therefore, DENIES same.

104. In response to numerical paragraph 746 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in numerical paragraphs
1-745.

105. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 747-749 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

106. This Defendant DENIES the allegations contained in numerical paragraph
750 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed at
Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraph 750 as to other parties named in
suit, and therefore, DENIES same.

107. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 751-756 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

108. This Defendant DENIES the allegations contained in numerical paragraphs
757-764 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed

at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
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deny the allegations contained in numerical paragraphs 757-764 as to other parties named
in suit, and therefore, DENIES same.

109. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 765-768 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

110. This Defendant DENIES the allegations contained in numerical paragraphs
769-771 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 769-771 as to other parties named
in suit, and therefore, DENIES same.

111. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 772 of the Plaintiffs’ Complaint, and
therefore, DENIES same.

112. This Defendant DENIES the allegations contained in numerical paragraphs
773 and 774 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are
directed at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to
admit or deny the allegations contained in numerical paragraphs 773 and 774 as to other
parties named in suit, and therefore, DENIES same.

113. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 775-776 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

114. This Defendant DENIES the allegations contained in numerical paragraphs

777-778 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
20
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at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 777-778 as to other parties named
in suit, and therefore, DENIES same.

115. In response to numerical paragraph 779 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in numerical paragraphs
1-778.

116. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 780 of the Plaintiffs’ Complaint, and
therefore, DENIES same.

117. This Defendant DENIES the allegations contained in numerical paragraphs
781-788 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 781-788 as to other parties named
in suit, and therefore, DENIES same.

118. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraphs 789-790 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

119. This Defendant DENIES the allegations contained in numerical paragraphs
791-793 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 791-793 as to other parties named

in suit, and therefore, DENIES same.
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120. In response to numerical paragraph 794 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in numerical paragraphs
1-793.

121. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 795 of the Plaintiffs’ Complaint, and
therefore, DENIES same.

122. This Defendant DENIES the allegations contained in numerical paragraphs
796-797 of the Plaintiffs’ Complaint.

123. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 798 of the Plaintiffs’ Complaint, and
therefore, DENIES same.

124. This Defendant DENIES the allegations contained in numerical paragraph
799 of the Plaintiffs’ Complaint.

125. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 800-801 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

126. This Defendant DENIES the allegations contained in numerical paragraphs
802-803 of the Plaintiffs’ Complaint to the extent, if any, that said allegations are directed
at Pikeville Medical Center, Inc. This Defendant lacks sufficient knowledge to admit or
deny the allegations contained in numerical paragraphs 802-803 as to other parties named

in suit, and therefore, DENIES same.
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127.  In response to numerical paragraph 804 of the Plaintiffs’ Complaint,
Defendant reincorporates its answers to the allegations contained in numerical paragraphs
1-803.

128. In response to numerical paragraph 805 of the Plaintiffs’ Complaint, this
Defendant ADMITS that Essure® was used in its facility. This Defendant DENIES that
it has ostensible agents. Additionally, this Defendant ADMITS numerical paragraph 805
of the Plaintiffs’ Complaint to the exfent it states that this Defendant owed a duty to the
Plaintiffs to exercise the degree of care and skill ordinarily expected of a reasonable and
prudent hospital acting under similar circumstances while providing care. To the extent
that numerical paragraph 805 is interpreted in any other way, this Defendant DENIES
same. This Defendant lacks sufficient knowledge or information to admit or deny the
remaining allegations contained in numerical paragraph 805 of the Plaintiffs’ Complaint,
and therefore, DENIES same.

129. This Defendant ADMITS numerical paragraph 806 of the Plaintiffs’
Complaint to the extent it states that this Defendant owed a duty to the Plaintiffs to
exercise the degree of care and skill ordinarily expected of a reasonable and prudent
hospital acting under similar circumstances while providing care. To the extent that

numerical paragraph 806 is interpreted in any other way, this Defendant DENIES same.

130. This Defendant DENIES the allegations contained in numerical paragraphs

807 and 808 of the Plaintiffs’ Complaint.
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131. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 809-810 of the Plaintiffs’ Complaint,

and therefore, DENIES same.

132. This Defendant DENIES the allegations contained in numerical paragraph

811-812 of the Plaintiffs’ Complaint.

133. This Defendant lacks sufficient knowledge or information to admit or deny
the allegations contained in numerical paragraph 813 of the Plaintiffs’ Complaint, and

therefore, DENIES same.

134. This Defendant DENIES the allegations contained in numerical paragraph

814 of the Plaintiffs’ Complaint.

135. Except as specifically admitted herein, this Defendant DENIES each, every,

and all allegations contained in the Plaintiffs’ Complaint.

THIRD DEFENSE

1. The Plaintiffs may be guilty of negligence that caused, contributed to, or helped ‘
bring about the alleged damages, but for which negligence or damages complained of, if
any, would not have occurred.

2. The damages complained of by the Plaintiffs, if any, were caused and brought
about by superseding and/or intervening cause or causes out of the control of this
Defendant and for which this Defendant is not liable, and this Defendant pleads and relies

upon the same as a complete bar to any recovery herein.
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3. This Defendant denies that the Plaintiffs were damaged, but, if so, it was
through the actions or omissions of others for which this Defendant is not liable. This
Defendant is entitled to an apportionment of liability.

4. This action is barred by the applicable statute of limitations and/or the
doctrine(s) of waiver, estoppel, and laches.

5. The Plaintiffs herein are barred from recovery, either in whole or in part, by
reason of failure to mitigate damages.

6. Any claim by Plaintiffs for punitive damages is in violation of and is barred by
the due process clause contained in Section 14 of the Constitution of Kentucky, and by
the Fifth and Fourteenth Amendments to the United States Constitution.

7. Any claim by Plaintiffs for punitive damages is in violation of and is barred by
the equal protection clause of Sections 2 and 3 et. seq. of the Constitution of Kentucky,
and by the Fourteenth Amendment to the United States Constitution.

8. Any claim by Plaintiffs for punitive damages is in violation of and is barred by
the pfohibitions against excessive fines and cruel and unusual punishment contained in
the Eighth Amendment to the United States Constitution as set forth in Cooper v.

Leatherman Tool Group, Inc., 532 US 424 (2001), and otherwise.

9. The Plaintiffs’ Complaint fails to allege facts sufficient to support an award of "
punitive damages under KRS § 411.184, and in addition, Plaintiffs are not allowed to
recover punitive damages from this Defendant as a matter of law.

10. The Plaintiffs herein are barred from recovery from this Defendant pursuant

to KRS § 411.340.
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11. This Defendant denies that the Plaintiffs were damaged but, if so, the

Plaintiffs assumed the risk of the damages complained of.

12. Plaintiffs’ claims are barred by any other matter constituting an avoidance or

affirmative defense as may be discovered through the course of litigation.

13. The Defendant reserves the right to assert additional defenses that discovery
may disclose as appropriate.

WHEREFORE, the Defendant, Pikeville Medical Center, Inc. by and through
counsel, demands as follows:

1. The Complaint be dismissed and that the Plaintiffs take nothing thereby in any
capacity;

2. For reasonable attorney fees and costs expended herein;

3. For apportionment of liability;

4. For trial by jury; and

5. For any and all relief to which the Defendant appears entitled.

Respectfully submitted,

East Kentucky Law Group, P.S.C
127 Park Street

P.O. Box 1439

Pikeville, Kentucky 41502

Telephone:  (606) 432-0400

Telefax: (606) 432-9139

By: %/C///Vﬂ/(luz////

" Pdmela T. May
M}‘r/andaD Click
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CERTIFICATE OF SERVICE

This is to certify that a true and correct copy of the foregoing was duly mailed this /V[ s
day of March, 2017, to the following:

Gregory J. Bubalo, Esq.

Leslie M. Cronen, Esq.

Kate A. Dunnington, Esq.

Bubalo Goode Sales & Cronen, PLC
9300 Shelbyville Rd., Ste. 210
Louisville, KY 40222

Gary C. Johnson, Esq.
Rhonda J. Blackburn, Esq.
Raabia Wazir, Esq.

Gary C. Johnson, P.S.C.
110 Caroline Avenue

P.O. Box 231

Pikeville, KY 41502

BY: /////ﬂu/(z j/

Phmela T. Md Ly
iranda D. Click
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