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Court for each civil complaint filed. The attorney filing a case should complete the form as follows:

I.(a) Plaintiffs-Defendants. Enter names (last, first, middle initial) of plaintiff and defendant. If the plaintiff or defendant is a government agency, use
only the full name or standard abbreviations. If the plaintiff or defendant is an official within a government agency, identify first the agency and
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precedence, and box 1 or 2 should be marked.
Diversity of citizenship. (4) This refers to suits under 28 U.S.C. 1332, where parties are citizens of different states. When Box 4 is checked, the
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UNITED STATES DISTRICT COURT 1 5 & Q % 5

o
FOR THE EASTERN DISTRICT OF PENNSYLVANIA — DESIGNATION FORM to be used by counsel to indicate the category of the case for the purpose of

assignment to appropriate calendar,
Address of Plaintiff:_Stacy Clarke, 119 Calvert Street, Jersey Shore, PA 17740, Lena Santella, 124 Richmond Street, Layalhanna, PA ;6@ see addend@ 6 4 5

Address of Defendant: 100 Bayer Road, Building 4, Pittsburgh, PA 15205
PA, CO, AZ, MS

Place of Accident, Incident or Transaction:

(Use Reverse Side For Additional Space)

d any publicly held corporation ing 10% or more of its stock?

csm/ No

Does this civil action involve a nongovernmental corporate party with

(Attach two copies of the Disclosure Statement Form in

Does this case involv YesQ/ o

ithin one year previously terminated action in this court?

YesO  NobY

ow out of the same transaction as a prior suit pending or within one year previously terminated

is case related to property included in an earlier numbered suit pendin,

2. Does this case invo
action in this court?

Yes&/ NoO

3. Does this case involve the validity or infringement of a patent already in suit or any earlier numbered case pending or within one year previously

terminated action in this court? YesO No

4. Is this case a second or successive habeas corpus, social security appeal, or pro se civil rights case filed by the same individual?

- YesO  No
CIVIL: (Place ¢ il ONE CATEGORY ONLY)
-A. Federal Question Cases: B. Diversity Jurisdiction Cases:
1. O Indemnity Contract, Marine Contract, and All Other Contracts 1. O Insurance Contract and Other Contracts
2. 0 FELA T 2.0 A‘irplane Personal Injury
3. B Jones Act-Personal Injury 3. O Assault, Defamation
4. O Antitrust 4, 0 Marine Personal Injury
5. O Patent Motor Vehicle Personal Injury
6. O Labor-Management Relations 6./0 \Other Personal Injury (Please specify)
7. O Civil Rights roducts Liability
8. O Habeas Corpus . O Ptoducts Liability — Asbestos
9. O Securities Act(s) Cases 11 other Diversity Cases
10. O Social Security Review Cases (Please specify)
11. 8 All other Federal Question Cases

(Please specify)

ARBITRATION CERTIFICATION

(Check Appropriate Category)
L Jamgs J. McEldrew, IIL, Esq. , counsel of record do hereby certify:

rsuant to Local Civil Rule 53.2, Section 3(c)(2), that to the best of my knowledge and belief, the damages recoverable in this civil action case exceed the sum of
150,000.00 exclusive of interest and costs;
elief other than monetary damages is sought.

. 4/06/2016 JAMES J. McEL IIL'ESQ./THOMAS A. DINAN, ESQ. 36411/91344
DATE:
Attorney-at-Law Attorney 1L.D.#

NOTE: A trial de novo will be a trial by jury only if there has been compliance with F.R.C.P. 38.

I certify that, to my knowledge, the within case is not related to any case now pending or within one year previously terminated action in this court

except as noted above. ,& P R = 7 2@@5 ‘

DATE:

Attorney-at-Law Attorney LD.#
CIV. 609 (5/2012)
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UNITED STATES DISTRICT COURT m 6 1 @ 4 5

FOR THE EASTERN DISTRICT OF PENNSYLVANIA — DESIGNATION FORM to be used by counsel to indicate the category of the case for the purpose of

assignment to appropriate calendar.

Address of Plaintiff:_Stacy Clarke, [ 19 Calvert Street, Jersey Shore, PA 17740, Lena Santella, 124 Richmond Street, Layalhanna, PA 15661, (see addendum)

Address of Defendant:_100 Bayer Road, Building 4, Pittsburgh, PA 15205

Place of Accident, Incident or Transaction: PA,CO, AZ, MS

(Use Reverse Side For Additional Space) / .

d any publicly held corporation ing 1004 or more of its stock?

esm/ No

Does this civil action involve a nongovernmental corporate party wi

(Attach two copies of the Disclosure Statement Form in

1thin one year previously terminated action in this court?

Yes  NoRY/

THIS CASE IS RELATED TO: l bj/\} lk( gg *d by the sarne individual?

Cl

ng or within one year previously terminated

APR -1 20\6 Yes& NoO

case pending ot within one year previously
Yesd No

1 6 4 5 YesO  No@/

ILACTION NO.’

CRIMINAL NO. Diversity Jurisdiction Cases:

0 Insurance Contract and Other Contracts

ASSIGNED TO: YLobrews™ 0 Airplane Personal Injury

O Assault, Defamation
O Marine Personal Injury
Motor Vehicle Personal Injury
0 \Other Personal Injury (Please specify)

7. 0 Civil Rights
8. O Habeas Corpus

roducts Liability
. O Products Liability — Asbestos
9. O Securities Act(s) Cases 11 other Diversity Cases

10. 0 Social Security Review Cases (Please specify)

11.9 All other Federal Question Cases
(Please specify)

ARBITRATION CERTIFICATION

(Check Appropriate Category)
L Jamgs J. McEldrew, I11, Esq. , counsel of record do hereby certify:

uant to Local Civil Rule 53.2, Section 3(c)(2), that to the bcst of my knowledge and belief, the damages recoverable in this civil action case exceed the sum of
150,000.00 exclusive of interest and costs; w
m/
i i i

elief other than monetary damages is sought.
DATE: 4/06/2016 JAMES J. McELISREW/ 111 /ESQ/THOMAS A. DINAN, ESQ. 36411/91344
Attome\;-at-Law Attorney LD.#
NOTE: A trial de novo will be a trial by jury only if there has been compliance with F.R.C.P. 38.

I certify that, to my knowledge, the within case is not related to any case now pending or within one year previously terminated action in this court

except as noted above. A P R = 7; ; 2 ﬁﬁ

DATE:

Attorney-at-Law ‘ Attomey LD.#
CIV. 609 (5/2012)



Case 2:16-cv-01645-ER Document 1 Filed 04/07/16 Page 5 of 93

i

IN THE UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF PENNSYLVANIA

Civil Action No:

STACY CLARKE, et al. 16 1645

Plaintiffs,

VS.

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

Defendants.

ADDENDUM TO DESIGNATION FORM

1. Address of Plaintiffs: (cont’d) Vicki Vilchek, 562 Palmer Adah Road, Adah, PA 15410,
Heather Rickrode, 12 Willow Tree Lane, Dover, PA 17315, Mandy Novak, 185
Shoreline Drive, Honey Brook, PA 19344, Melissa Nicholas, 1485 Rovendale Drive,
Watsontown, PA 17777, Stephanie Lee, 90 Crestline Avenue, Charleroi, PA, Kim Mroz,
4414 Talbot Street, Philadelphia, PA 19136, Kayla Harrison, 96 Walmar Manor,
Dillsburg, PA 17019, Marianne Bolding, 1739 E. Spring Street, Tucson, AZ, 85719,
Crystal Hughes, 6141 W. Lamar Road, Glendale, AZ, 85019, Faith Tucker, 4012 W. San
Juan Avenue, Phoenix, AZ 85019, Christine O’Donnell, 10608 E. Firewheel Drive,
Scottsdale, AZ, 85255, Amanda Bales, 5354 S. Halleyville Street, Aurora, CO 80016,
Sharon Horton, 20015 North 17" Lane, Phoenix, AZ 85027, Melissa Knight, 12902 W.
Sharon Drive, El Mirage, AZ 85335, Shantiell Leisring, P.O. Box 1605, Taylor, AZ
85939, Stephany Borreno, 5509 W. Pecan Road, Laveen, AZ 85339, Shannon Meadows,
8748 N. 30" Street, Phoenix, AZ 85051, Jeramie Nelson, 4122 West Blue Ridge Loop,
Pinetop, AZ, 85935, Christine McCord, 1811 S. 39" Street, Unit 5, Mesa, AZ 85206,
Sara Mitchell, 2578 Tovar Trail, #60, Flagstaff, AZ 86005, Latisha Lemacks, 3314
Commons Circle, Vicksburg, MS, 39180, Malorie Welch, 601 Hideway Lane, Carriere,
MS 39426.
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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

| CASE MANAGEMENT TRACK DESIGNATION FORM
CIVIL ACTION

o 16 1645

BAYER CORP., et al. : N

STACY CLARK, et al.

In accordance with the Civil Justice Expense and Delay Reduction Plan of this court, counsel for
plaintiff shall complete a Case Management Track Designation Form in all civil cases at the time of
filing the complaint and serve a copy on all defendants. (See § 1:03 of the plan set forth on the reverse
side of this form.) In the event that a defendant does not agree with the plaintiff regarding said
designation, that defendant shall, with its first appearance, submit to the clerk of court and serve on
the plaintiff and all other parties, a Case Management Track Designation Form specifying the track
to which that defendant believes the case should be assigned.

SELECT ONE OF THE FOLLOWING CASE MANAGEMENT TRACKS:
(a) Habeas Corpus — Cases brought under 28 U.S.C. § 2241 through § 2255. ()

(b) Social Security — Cases requesting review of a decision of the Secretary of Health
and Human Services denying plaintiff Social Security Benefits. ()

(c) Arbitration — Cases required to be designated for arbitration under Local Civil Rule 53.2. ()

(d) Asbestos — Cases involving claims for personal injury or property damage from
exposure to asbestos. ()

(e) Special Management — Cases that do not fall into tracks (a) through (d) that are
commonly referred to as complex and that need special or intense management by
the court. (See reverse side of this form for a detailed explanation of special
management cases.)

(f) Standard Management — Cases that do not fall into any one of the other tracks. ()
James J. McEldrew, lll, Esq.

4/07/2016 Thomas A. Dinan, Esq. Plaintiffs

Date Attorney-at-law Attorney for

215-545-8800 215-545-8805 jim@mceldrewyoung.com

. “Tdinan@mceldrewyoung.com

Telephone FAX Number E-Mail Address

(Civ. 660) 10/02

APR -7 2015
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Civil Justice Expense and Delay Reduction Plan
Section 1:03 - Assignment to a Management Track

(a) The clerk of court will assign cases to tracks (a) through (d) based on the initial pleading.

(b) In all cases not appropriate for assignment by the clerk of court to tracks (a) through (d), the
plaintiff shall submit to the clerk of court and serve with the complaint on all defendants a case management
track designation form specifying that the plaintiff believes the case requires Standard Management or
Special Management. In the event that a defendant does not agree with the plaintiff regarding said
designation, that defendant shall, with its first appearance, submit to the clerk of court and serve on the
plaintiff and all other parties, a case management track designation form specifying the track to which that
defendant believes the case should be assigned.

(c) The court may, on its own initiative or upon the request of any party, change the track
assignment of any case at any time.

)] Nothing in this Plan is intended to abrogate or limit a judicial officer's authority in any case
pending before that judicial officer, to direct pretrial and trial proceedings that are more stringent than those
of the Plan and that are designed to accomplish cost and delay reduction.

(e) Nothing in this Plan is intended to supersede Local Civil Rules 40.1 and 72.1, or the
procedure for random assignment of Habeas Corpus and Social Security cases referred to magistrate judges
of the court.

SPECIAL MANAGEMENT CASE ASSIGNMENTS
(See §1.02 (e) Management Track Definitions of the
Civil Justice Expense and Delay Reduction Plan)

Special Management cases will usually include that class of cases commonly referred to as "complex
litigation" as that term has been used in the Manuals for Complex Litigation. The first manual was prepared
in 1969 and the Manual for Complex Litigation Second, MCL 2d was prepared in 1985. This term is
intended to include cases that present unusual problems and require extraordinary treatment. See §0.1 of the
first manual. Cases may require special or intense management by the court due to one or more of the
following factors: (1) large number of parties; (2) large number of claims or defenses; (3) complex factual
issues; (4) large volume of evidence; (5) problems locating or preserving evidence; (6) extensive discovery;
(7) exceptionally long time needed to prepare for disposition; (8) decision needed within an exceptionally
short time; and (9) need to decide preliminary issues before final disposition. It may include two or more
related cases. Complex litigation typically includes such cases as antitrust cases; cases involving a large
number of parties or an unincorporated association of large membership; cases involving requests for
injunctive relief affecting the operation of large business entities; patent cases; copyright and trademark
cases; common disaster cases such as those arising from aircraft crashes or marine disasters; actions brought
by individual stockholders; stockholder's derivative and stockholder's representative actions; class actions or
potential class actions; and other civil (and criminal) cases involving unusual multiplicity or complexity of
factual issues. See §0.22 of the first Manual for Complex Litigation and Manual for Complex Litigation
Second, Chapter 33.
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Rl
|7

MCELDREW YOUNG

April 7, 2016

VIA HAND DELIVERY 1 6 1 6’ 4 5
U.S. District Court, Eastern District of PA

601 Market Street: Room 2609

Philadelphia, PA 19106

RE: Stdcy Clarke, et al. v. Bayer Corp., et al.
Dear Sir/Madam: _

Enclosed please find an original and one (1) copy of Plaintiffs’ Complaint, Civil Cover
Sheet, Designation Form, Case Management Track Designation Form, a CD containing
Plaintiffs’ Complaint and a check in the amount of $400.00 representing your filing fee. Kindly
file the original ot{e’record and return a timestamped copy to the courier.

Should yo}li:i have any questions please contact our office.

Thank you.
i)
: Very truly yours,

n
3
A

v JAMES J. McELDREW, III
/jpd
Enclosure '
-
4

123 S. Broad Street 1 Office:215.545.8800 | Fax:215.545.8805 | Web: mceldrewyoung.com 526 E. Township Line Road
Suite 2250 ’ * McEldrew Young is an association of professional corporations Suite 200

Philadslnhia PA 1Q1NQ o Rliie Rall PA 104902
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IN THE UNITED STATES DISTRICT COURT
EASTERN DISTRICT OF PENNSYLVANIA

Civil Action No:

STACY CLARKE, LENA SANTELLA, VICKI
VILCHEK, HEATHER RICKRODE, MANDY 16
NOVAK, MELISSA NICHOLAS, STEPHANIE

LEE, KIM MROZ, KAYLA HARRISON,

MARIANNE BOLDING, CRYSTAL HUGHES,

FAITH TUCKER, CHRISTINE O’DONNELL,

AMANDA  BALES, SHARON HORTON,

MELISSA KNIGHT, SHANTIELL LEISRING,

STEPHANY BORRENO, SHANNON

- MEADOWS, JERAMIE NELSON, CHRISTINA

MCCORD, SARA MITCHELL, LATISHA

LEMACKS, MALORIE WELCH,

Plaintiffs, F ' LED

v. APR 7 2016

s N
BAYER, CORP., BAYER HEALTHCARE LLC,,

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

Defendants.
/

COMPLAINT

AND NOW COMES the PLAINTIFFS, STACY CLARKE, LENA SANTELLA, VICKI

VILCHEK, HEATHER RICKRODE, MANDY NOVAK, MELISSA NICHOLAS,

STEPHANIE LEE, KIM MROZ, KAYLA HARRISON, MARIANNE BOLDING, CRYSTAL

HUGHES, FAITH TUCKER, CHRISTINE O’DONNELL, AMANDA BALES, SHARON

HORTON, MELISSA KNIGHT, SHANTIELL LEISRING, STEPHANY BORRENO,

SHANNON MEADOWS, JERAMIE NELSON, CHRISTINA MCCORD, SARA MITCHELL,
P

1 N )<

A
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LATISHA LEMACKS, MALORIE WELCH (collectively “Plaintiffs”), by and through
undersigned counsel, file this Complaint against Defendants, BAYER CORP., BAYER
HEALTHCARE, LLC., BAYER ESSURE, INC. and BAYER HEALTHCARE
PHARMACEUTICALS, INC., and BAYER A.G. (Collectively the “Bayer Defendants” or
“Defendants”) and in support thereof makes the following allegations:

PARTIES, JURISDICTION, AND VENUE

1. Plaintiff, STACY CLARKE, is a resident of PA.

2. Plaintiff, LENA SANTELLA, is a resident of PA.

3. Plaintiff, VICKI VILCHEK, is a resident of PA.

4. Plaintiff, HEATHER RICKRODE, is a resident of PA.
5. Plaintiff, MANDY NOVAK, is a resident of PA.

6. Plaintiff, MELISSA NICHOLAS, is a resident of PA.
7. Plaintiff, STEPHANIE LEE, is a resident of PA.

8. Plaintiff, KIM MROZ, is a resident of PA.

9. Plaintiff, KAYLA HARRISON is a resident of PA.

10. Plaintiff, MARIANNE BOLDING, is a resident of AZ.
11. Plaintiff, CRYSTAL HUGHES, is a resident of AZ.

12. Plaintiff, FAITH TUCKER, is a resident of AZ.

13. Plaintiff, CHRISTINE O’ DONNELL, is a resident of AZ.
14. Plaintiff, AMANDA BALES, is a resident of CO.

15. Plaintiff, SHARON HORTON, is a resident of AZ.

16. Plaintiff, MELISSA KNIGHT, is a resident of AZ.

17. Plaintiff, SHANTIELL LEISRING, is a resident of AZ.
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18. Plaintiff, STEPHANY BORRENO, is a resident of AZ.

19. Plaintiff, SHANNON MEADOWS, is a resident of AZ.

20. Plaintiff, JERAMIE NELSON, is a resident of AZ.

21. Plaintiff, CHRISTINA MCCORD, is a resident of AZ.

22. Plaintiff, SARA MITCHELL, is a resident of AZ.

23. Plaintiff, LATISHA LEMACKS, is a resident of MS.

24. Plaintiff, MALORIE WELCH, is a resident of MS.

25. BAYER COREP. is a for-profit corporation incorporated in the state of Indiana with its
principal place of business in the Commonwealth of PA at 100 Bayer Road, Building 4,
Pittsburgh, PA 15205. Defendant is authorized to do and does business throughout the
Commonwealth of PA.

26. BAYER CORP. is the parent corporation of BAYER HEALTHCARE, LLC, BAYER
ESSURE, INC., and BAYER HEALTHCARE PHARMACEUTICALS, INC. (the “Bayer
subsidiaries”). BAYER CORP. owns 100% of the Bayer subsidiaries.

27. BAYER CORP. is wholly owned by BAYER A.G.

28. BAYER A.G. is a German for-profit corporation. Defendant is authorized to do and
does business throughout the Commonwealth of PA.

29. At all relevant times, the Bayer subsidiaries are agents or apparent agents of BAYER
CORP. and/or BAYER A.G. Each Defendant acted as the agent of the other Defendant and
acted within the course and scope of the agency, regarding the acts and omissions alleged.
Together, the Defendants acted in concert and or abetted each other and conspired to engage in
the common course of misconduct alleged herein for the purpose of enriching themselves and

creating an injustice at the expense of Plaintiffs.
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30. In addition, the Bayer subsidiaries, individually and/or collectively, are “Alter Egos”
of BAYER CORP. and/o BAYER A.G. as, inter alia, they are wholly owned by BAYER CORP;
share the same trademark; share management and officers; and in other ways were dominated by
BAYER CORP.

31. Moreover, there exists and at all times mentioned herein there existed a unity of
interest in ownership and among all Defendants such that individuality and separateness between
and among them has ceased. Because Defendants are “Alter Egos” of one another and exert
control over each other, adherence to the fiction of the separate existence of these Defendants as
entities distinct from one another will permit an abuse of the corporate privilege, sanction fraud,
and promote injustice. BAYER CORP. and BAYER A.G. wholly ignored the separate status of
the Bayer subsidiaries separate status and so dominated and controlled its affairs that its separate
entities were a sham.

32. BAYER HEALTHCARE, LLC. is a for-profit corporation incorporated in the state of
DE. Defendant is authorized to do and does business throughout the Commonwealth of PA.

33. BAYER ESSURE, INC. is a for-profit corporation incorporated in the state of DE.
Defendant is authorized to do and does business throughout the Commonwealth of PA.

34. BAYER HEALTHCARE PHARMACEUTICALS, INC. is a for-profit corporation
incorporated in the state of DE. Defendant is authorized to do and does business throughout the
Commonwealth of PA.

35. Diversity jurisdiction is invoked pursuant to 28 U.S.C. §1331.

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

specified by 28 U.S.C. §1332.
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37. The parties to this action are citizens of a State and citizens or subjects of a foreign
state or different states, as specified by 28 U.S.C. §1332.

38. Venue is proper in the United States District Court of the Eastern District of Penn.
pursuant to 28 U.S.C. §1391 because a substantial part of the events or omissions giving rise to
the claims asserted below occurred within this judicial district.

INTRODUCTION

39. This Complaint is brought by Plaintiffs who relied on express warranties of
Defendants before being implanted with a female birth control device, known as “Essure.” In
short, the device is intended to cause bilateral occlusion (blockage) of the fallopian tubes by the
insertion of micro-inserts into the fallopian tubes which then anchor and elicit tissue growth,
theoretically causing the blockage.

40. This Complaint is brought by Plaintiffs with respect to the same occurrence
(implantation of Essure, reliance on the same representations prior to implantation, Defendants’
failure to warn Plaintiffs of the same adverse events, and subsequent injuries due to Essure) and
which has several questions of law and/or fact common to all Plaintiffs.

41. As a result of (1) Defendants’ negligence described infra and (2) Plaintiffs’ reliance
on Defendants’ warranties and misrepresentations, Defendants’ Essure device malfunctioned
causing subsequent injuries.

42. Essure had Conditional Premarket Approval (“CPMA”) by the Food and Drug
Administration (“FDA”).  As discussed below, the Essure product became ‘“adulterated”
pursuant to the FDA! due to Defendants’ failure to comply with the CPMA order and federal

regulations.

! All Empbhasis is supplied in this Complaint.
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43, Pursuant to Defendants’ CPMA (which reads: “Failure to comply with conditions of
approval invalidates this approval order”), 21 C.F.R. Section 814.82 (c), and Section 501(f) of
the Federal Food, Drug and Cosmetic Act (“FD&C Act”), the CPMA became invalid and the
product could not have been marketed or sold to Plaintiffs.

44, Specifically, Defendants (1) failed to meet regular reporting requirements; (2)
failed to report known hazards to the FDA; and (3) failed to comply with federal laws regarding
marketing and distribution as described infra.

45. The fact that Defendants failed to comply with these conditions is not a mere
allegation made by Plaintiffs. These failures to comply with both the CPMA and federal
regulations are memorialized in several FDA findings, including Notices of Violations and Form
483’s.

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

Department of Health for:

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

(b) erroneously using non-conforming material in the manufacturing of Essure;
(c) failing to use pre-sterile and post-sterile cages;
(d) manufacturing Essure at an unlicensed facility; and
(e) manufacturing Essure for three years without a license to do so.
47. Defendants were also found, by the FDA, to be:
(a) Not reporting ... complaints in which their product migrated;

(b) Not reporting to the FDA incidents of bowel perforation, Essure coils breaking
into pieces and migrating out of the fallopian tubes.

(c) Only disclosing 22 perforations while having knowledge of 144 perforations;
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(d) Not considering these complaints in their risk analysis for the design of
Essure;

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

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

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

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

(1) Failing to have complete Design Failure Analysis

() Failing to document CAPA activities for a supplier corrective action;

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

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

48.  Most egregiously, on May 30, 2013, the FDA uncovered an internal excel
spreadsheet with 16,047 entries for complaints which were not properly reported to the FDA.
Defendant did not disclose to the FDA complaints where its product migrated outside of the
fallopian tube. Defendants excuse was that those complaints were not reported because the
patients were “not —at last contact- experiencing pain....and were mere trivial damage that does
not rise to the level of a serious injury”  Accordingly, the FDA again warned Defendants for
violation of the FDCA.

49, As a result, Defendants’ “adulterated” product, Essure, should never have been
marketed or sold to Plaintiffs.

50. In short, Defendants failed to comply with any of the following express

conditions and federal regulations:
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(a) “Within 10 days after Defendant receives knowledge of any adverse reaction to
report the matter to the FDA.”

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

to a serious injury.”

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

(d) A device may not be manufactured, packaged, stored, labeled, distributed, or
advertised in a manner that is inconsistent with any conditions to approval
specified in a CPMA approval order for the device. 21 C.F.R. Section 814.80.
(e) Warranties are truthful, accurate, and not misleading.
(f) Warranties are consistent with applicable Federal and State law.
51.  These violations rendered the product “adulterated”- precluding Defendants from
marketing or selling Essure per the FDA, and, more importantly endangered the lives of
Plaintiffs and the safety of the public.

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

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

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

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

never would have had Essure implanted.

DESCRIPTION OF ESSURE AND HOW IT WORKS

53. Essure is a permanent form of female birth control (female sterilization). The device
is intended to cause bilateral occlusion (blockage) of the fallopian tubes by the insertion of
micro-inserts into the fallopian tubes which then anchor and elicit tissue growth, theoretically

causing the blockage.
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54. Essure consists of (1) micro-inserts; (2) a disposable delivery system; and (3) a
disposable split introducer. All components are intended for a single use. See Exhibit “A” for a
description of Essure.

55. The micro-inserts are comprised of two metal coils which are placed in a woman’s
fallopian tubes via Defendants’ disposable delivery system and under hysteroscopic guidance
(camera).

56. The hysteroscopic equipment needed to place Essure was manufactured by a third
party, is not a part of Defendants’ CPMA, and is not a part of Essure. However, because
Plaintiffs’ implanting physician did not have such equipment, Defendants provided it so that it
could sell Essure. See Exhibit “A” for a description of hysteroscopic equipment.

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

58. Defendants’ disposable delivery system consists of a single handle which contains a
delivery wire, release catheter, and delivery catheter. The micro-inserts are attached to the
delivery wire. The delivery handle controls the device, delivery, and release. Physicians are
allowed to visualize this complicated process through the hysteroscopic equipment provided by
Defendants.

59. After placement of the coils in the fallopian tubes by Defendants’ disposable delivery
system, the micro-inserts expand upon release and anchor into the fallopian tubes. The PET
fibers in the coil allegedly elicit tissue growth blocking off the fallopian tubes.

60. The coils are alleged to remain securely in place in the fallopian tubes for the life of
the consumer and do not migrate.

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

“Confirmation” test to determine that the micro-inserts are in the correct location and that the
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tissue has created a complete occlusion. This is known as a hysterosalpinogram (“HSG Test” or
“Confirmation Test”).

62. Regardless of the Confirmation Test, Defendants also warrant that Essure allows for
visual confirmation of each insert’s proper placement both during the procedure.

63. Essure was designed, manufactured, and marketed to be used by gynecologists
throughout the world, as a “quick and easy” outpatient procedure and without anesthesia.

EVOLUTION OF ESSURE

64. Essure was first designed and manufactured by Conceptus, Inc. (“Conceptus”).

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

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

67. Essure, a Class III medical device, is now manufactured, sold, distributed, marketed,
and promoted by Defendants.

68. Defendants also trained physicians on how to use its device and other hysteroscopic
equipment, including Plaintiffs’ implanting physician.

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

70. By way of background, Premarket Approval (“PMA”) is the FDA process of
scientific and regulatory review to evaluate the safety and effectiveness of Class III medical
devices. According to the FDA, Class III devices are those that support or sustain human life, are
of substantial importance in preventing impairment of human health, or which present a

potential, unreasonable risk of illness or injury.

10
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71.PMA is a stringent type of device marketing application required by FDA. The
applicant must receive FDA approval of its PMA application prior to marketing the device.
PMA approval is based on a determination by FDA.

72. An approved PMA is, in effect, a private license granting the applicant (or owner)
permission to market the device.

73. FDA regulations provide 180 days to review the PMA and make a determination. In
reality, the review time is normally longer. Before approving or denying a PMA, the appropriate
FDA advisory committee may review the PMA at a public meeting and provide FDA with the
committee's recommendation on whether FDA should approve the submission.

74. According to the FDA, a class III device that fails to meet CPMA requirements is
considered to be adulterated under section 501(f) of the Federal Food, Drug, and Cosmetic Act

(“FD&C Act”) and cannot be marketed.

75. Regarding the Premarket Approval Process, devices can either be ‘“approved,”
“conditionally approved,” or “not approved.”

76. Essure was “conditionally approved” or in other words, had only CPMA not outright
PMA, the “gold standard.”

77. In the CPMA Order issued by the FDA, the FDA expressly stated, “Failure to comply

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

conditions of approval:

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

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

(¢) “Within 10 days after Defendant receives knowledge of any adverse reaction to
report the matter to the FDA.”

11
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(d) “Report to the FDA whenever it receives information from any source that
reasonably suggests that the device may have caused or contributed to a serious

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

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

78. Defendants failed to comply with several conditions; thereby rendering Essure
adulterated. Specifically:

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

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

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

(d) Defendants failed to report to the FDA information it received that reasonably
suggested that the device may have caused or contributed to a serious injury
concealing the injuries. Again, Defendants failed to report 8 perforations
which occurred as a result of Essure to the FDA as evidenced in Form 483. See
Investigative Report attached as Exhibit “C.”

(e) As outlined in “Facts and Warranties” infra, Defendants’ warranties were not
truthful, accurate, and not misleading.

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

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

79. Defendants also were found to be:

2 Form 483 is issued to firm management at the conclusion of inspection when an FDA investigator has observed
any conditions that violate the FD&C Act rendering the device “adulterated.”

12
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(a) erroneously using non-conforming material in the manufacturing of Essure;
See Investigative Report attached as Exhibit “C.”

(b) failing to use pre-sterile and post-sterile cages; See Exhibit “D.”
(c) manufacturing Essure at an unlicensed facility; See Exhibit “D.”

(d) manufacturing Essure for three years without a license to do so. See Exhibit
((D. b4

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

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

(g) Failing to document CAPA activities for a supplier corrective action; See
Exhibit “E.”

80. Specifically,

(a) On January 6, 2011, the FDA issued a violation to Defendant for the following:
“An MDR report was not submitted within 30 days of receiving or otherwise
becoming aware of information that reasonably suggests that a marketed
device may have caused or contributed to a death or serious injury if the
malfunction were to recur.” See Exhibit “F.” Form 483/Violation form issued
by Timothy Grome on January 6, 2011. These failures included incidents
regarding perforation of bowels, Essure coils breaking into pieces, and Essure
coils migrating out of the fallopian tubes. Defendants were issued these
violations for dates of incidents 9/1/10. 10/26/10, 5/11/10, 10/5/10, 10/1/10,
11/5/10, 11/16/10, and 11/3/10.

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

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

(d) On January 6, 2011, Defendants were cited for not documenting Corrective and
Preventive Action Activities. Specifically, the FDA found that there were
failures in Defendants’ Design. The FDA also found that Defendants’ CAPA
did not mention the non-conformity of materials used in Essure or certain
detachment failures. The FDA found that Defendants’ engineers learned of

13
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this and it was not documented. See Exhibit “F.” Form 483/Violation form
issued by Timothy Grome on January 6, 2011.

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

(f) On July 7, 2003, Defendants were cited for not following procedures used to
control products which did not confirm to specifications. See Exhibit “G.”
Form 483/Violation form issued by Mark E. Chan on July 7, 2003.
81.In response Defendants acknowledged that “the device may have caused or
contributed to a death or serious injury, and an MDR Report is required to be submitted to
FDA.”

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

“adulterated” device under section 501(f) of the FD&C Act and cannot be marketed per the

FDA. However, Defendants continued to market the product to Plaintiffs.

83. The CPMA also required Defendants to comply with Sections 502(q) and (r) of the
FD&C Act which prohibits Defendants from offering Essure “for sale in any State, if its
advertising is false or misleading.”

84. Defendants violated Sections 502(q) by falsely and misleadingly advertising the
product as described below under “Facts and Warranties.” However, Defendants continued to
sell its product against the CPMA with misleading and false advertising.

85. In short, Essure is considered an “adulterated” product that cannot be marketed or

sold per the FDA.

14
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DEFENDANTS’ TRAINING, ENTRUSTMENT, AND DISTRIBUTION PLAN

86. Defendants (1) failed to adequately train the implanting physician on how to use its
delivery system and the hysteroscopic equipment manufactured by a third party; (2) provided
specialized hysteroscopic equipment to the implanting physician who was not qualified or
competent to use the same; and (3) created an unreasonably dangerous distribution plan, all of
which were aimed at capitalizing on and monopolizing the birth control market at the expense of
Plaintiffs’ safety and well-being.

87. Because Essure was the first device of its kind, the implanting physician was trained
by Defendants on how to properly insert the micro-inserts using the disposable delivery system
and was given hysteroscopic equipment by Defendants.

88. In order to capture the market, Defendants independently undertook a duty of training
physicians, including the implanting physician, on how to properly use (1) its own mechanism of
delivery and (2) the specialized hysteroscopic equipment manufactured by a third party.

89. Regarding Essure, Defendants’ Senior Director of Global Professional Education,
stated, “training is the key factor when clinicians choose a new procedure” and “For the Essure
procedure, the patient is not under anesthesia, therefore a skilled approach is crucial.”

90. In fact, because gynecologists and Plaintiffs’ implanting physicians were unfamiliar
with the device and how to deliver it, Defendants (1) created a “Physician Training Manual”; (2)
created a simulator called EssureSim; (3) organized limited training courses-where Defendants
observed physicians until Defendants believed they were competent; (4) created Essure
Procedure Equipment Supplies Checklists; and (5) represented to Plaintiffs that “Physicians must

be signed-off to perform Essure procedures.”

15
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91. Defendants provided no training to the implanting physician on how to remove Essure
should it migrate.

92. Defendants also kept training records on all physicians “signed-off to perform Essure
procedures.”

93. In order to sell its product and because the implanting physician did not have access
to the expensive hysteroscopic equipment, Defendants provided the implanting physician with
hysteroscopic equipment which, although is not a part of Essure, is needed to implant Essure.
The entrustment of this equipment is not part of any CPMA.

94. Defendants entered into agreements with Johnson & Johnson Co., Olympus America,
Inc., Richard Wolf Medical Instruments Corp., and Karl Storz Endoscopy, America, Inc. (1) to
obtain specialized hysteroscopic equipment to then give to physicians and (2) to increase its sales
force to promote Essure.

95. According to Defendants, these agreements allowed Defendants to “gain market
presence...and expand ... market opportunity by driving adoption among a group of physicians.”

96. In regard to the entrustment of such specialized equipment, Defendants admitted:
“We cannot be certain how successful these programs will be, if at all.” See US SEC Form 10-
Q: Quarterly Report Pursuant to Section 13 or 15(d)of the SEC Act of 1934.

97. Defendants “handed out” this equipment to unqualified physicians, including
Plaintiffs’ implanting physician, in an effort to sell its product.

98. Defendants knew or failed to recognize that the implanting physician was not
qualified to use such specialized equipment yet provided the equipment to the unqualified

implanting physician in order to capture the market.

16
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99. In return for providing the hysteroscopic equipment, Defendants required that the
implanting physicians purchase two Essure “kits” per month. This was a part of Defendants’
unreasonably dangerous and negligent distribution plan aimed solely at capturing the market
with reckless disregard for the safety of the public and Plaintiffs.

100. Defendants’ distribution plan included requiring the implanting physician to
purchase two (2) Essure “kits” per month, regardless of whether he used them or not. This
distribution plan created an environment which induced the implanting physician to “push”
Essure and implant the same into Plaintiffs.

101.  In short, Defendants used the expensive hysteroscopic equipment to induce the
implanting physicians into an agreement as “bait.” Once the implanting physician “took the
bait” he was required to purchase 2 Essure “kits” per month, regardless of whether he sold any
Essure “kits”.

102. This was an unreasonably dangerous distribution scheme as it compelled the
implanting physician to sell two (2) devices per month at the expense of Plaintiffs’ safety and
well-being.

103. Defendant’s distribution plan also included (1) negligently distributing Essure
against FDA order and sections 501(f), 502(q) and (r) of the FD&C Act by marketing and selling
an adulterated product; (2) the promotion of Essure through representatives of the hysteroscopic
equipment manufacturers, who were not adequately trained nor had sufficient knowledge
regarding Essure; (3) failing to report and actively concealing 8 perforations which occurred as a
result of Essure; (4) erroneously using non-conforming material in the manufacturing of Essure;
(5) failing to use pre-sterile and post-sterile cages; (6) manufacturing Essure at an unlicensed

facility and (7) manufacturing Essure for three years without a license to do so.
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104. In short, Defendants (1) failed to adequately train the physicians on how to use its
delivery system and the hysteroscopic equipment manufactured by a third party; (2) provided
specialized hysteroscopic equipment to implanting physicians who were not qualified to use the
same; and (3) created an unreasonably dangerous distribution plan, all of which were aimed at
capitalizing and monopolizing on the birth control market.

105. Unfortunately, this was done at the expense of Plaintiffs’ safety.

PLAINTIFFS’ HISTORY

106. Plaintiff, STACY CLARKE was implanted in August 2011. As a result of
Essure, Plaintiff suffered from severe pelvic pain, numbness and tingling of extremities, and
extreme menstrual changes. On or about May 17, 2014, Plaintiff had to have a hysterectomy as a
result of Essure. This Plaintiff did not have knowledge of facts that would lead a reasonable,
prudent person to make inquiry to discover Defendants’ tortious conduct until February 29, 2016
when the FDA (1) announced its “‘actions to provide important information about the risks of
using Essure and to help women and their doctors be better informed of the potential
complications associated with” the device; (2) required a black box waming on Essure to wamn
doctors and patients of “reported adverse events, including perforation of the uterus and/or
fallopian tubes, intra-abdominal or pelvic device migration, persistent pain, and allergy or
hypersensitivity reactions.” The FDA draft guidance black box warning for Essure also warns:
“Some of these reported events resulted in device removal that required abdominal surgery.
“This information should be shared with patients considering sterilization with the Essure®
device during discussion of the benefits and risks of the device”; and (3) ordered Bayer “to
conduct a new postmarket surveillance study designed to provide important information about

the risks of the device in a real-world environment.” Under appropriate application of the
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Discovery Rule, Plaintiff’s suit was filed well within the applicable statutory limitations period.
In addition, Defendants’ fraudulent concealment of the relevant facts as described infra toll any
relevant statutes of limitations. Most egregiously, Defendants were not only actively and
fraudulently concealing adverse reports of migrations and perforations from this Plaintiff but also
from the FDA. This active concealment is not a mere allegation, but evidenced by FDA findings
and its citations to Defendants.

107.  Plaintiff, LENA SANTELLA was implanted on or about February 2009. As a
result of Essure, Plaintiff suffered from severe pelvic pain, incontinence, chronic infections,
brain fog, and extreme bloating/fatigue. On or about June 23, 2015, Plaintiff had to have a
hysterectomy as a result of Essure. This Plaintiff did not have knowledge of facts that would
lead a reasonable, prudent person to make inquiry to discover Defendants’ tortious conduct until
February 29, 2016 when the FDA (1) announced its “actions to provide important information
about the risks of using Essure and to help women and their doctors be better informed of the
potential complications associated with” the device; (2) required a black box warning on Essure
to warn doctors and patients of “reported adverse events, including perforation of the uterus
and/or fallopian tubes, intra-abdominal or pelvic device migration, persistent pain, and allergy
or hypersensitivity reactions.” The FDA draft guidance black box warning for Essure also
warns: “Some of these reported events resulted in device removal that required abdominal
surgery. “This information should be shared with patients considering sterilization with the
Essure® device during discussion of the benefits and risks of the device”; and (3) ordered Bayer
“to conduct a new postmarket surveillance study designed to provide important information
about the risks of the device in a real-world environment.” Under appropriate application of the

Discovery Rule, Plaintiff’s suit was filed well within the applicable statutory limitations period.

19



Case 2:16-cv-01645-ER Document 1 Filed 04/07/16 Page 28 of 93

In addition, Defendants’ fraudulent concealment of the relevant facts as described infra toll any
relevant statutes of limitations. Most egregiously, Defendants were not only actively and
fraudulently concealing adverse reports of migrations and perforations from this Plaintiff but also
from the FDA. This active concealment is not a mere allegation, but evidenced by FDA findings
and its citations to Defendants.

108. Plaintiff, VICKI VILCHEK was implanted on or about November 8, 2013. Asa
result of Essure, Plaintiff suffered from severe pelvic pain, tingling of extremities, extreme
menstrual changes, blurred vision, and weight gain. On or about August 5, 2015, Plaintiff had to
have a hysterectomy as a result of Essure. This Plaintiff did not have knowledge of facts that
would lead a reasonable, prudent person to make inquiry to discover Defendants’ tortious
conduct until February 29, 2016 when the FDA (1) announced its “actions to provide important
information about the risks of using Essure and to help women and their doctors be better
informed of the potential complications associated with” the device; (2) required a black box
warning on Essure to warn doctors and patients of “reported adverse events, including
perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration,
persistent pain, and allergy or hypersensitivity reactions.” The FDA draft guidance black box
warning for Essure also warns: “Some of these reported events resulted in device removal
that required abdominal surgery. “ This information should be shared with patients considering
sterilization with the Essure® device during discussion of the benefits and risks of the device”;
and (3) ordered Bayer “to conduct a new postmarket surveillance study designed to provide
important information about the risks of the device in a real-world environment.” Under
appropriate application of the Discovery Rule, Plaintiff’s suit was filed well within the applicable

statutory limitations period. In addition, Defendants’ fraudulent concealment of the relevant
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facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants
were not only actively and fraudulently concealing adverse reports of migrations and
perforations from this Plaintiff but also from the FDA. This active concealment is not a mere
allegation, but evidenced by FDA findings and its citations to Defendants.

109. Plaintiff, HEATHER RICKRODE was implanted on or about December 2011.
As a result of Essure, Plaintiff suffered from severe pelvic pain, tingling of extremities, extreme
menstrual changes, blurred vision, and weight gain. On or about November 20, 2015, Plaintiff
had to undergo a hysterectomy as a result of Essure. This Plaintiff did not have knowledge of
facts that would lead a reasonable, prudent person to make inquiry to discover Defendants’
tortious conduct until February 29, 2016 when the FDA (1) announced its “actions to provide
important information about the risks of using Essure and to help women and their doctors be
better informed of the potential complications associated with” the device; (2) required a black
box warning on Essure to warn doctors and patients of “reported adverse events, including
perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration,
persistent pain, and allergy or hypersensitivity reactions.” The FDA draft guidance black box
warning for Essure also warns: “Some of these reported events resulted in device removal
that required abdominal surgery. “This information should be shared with patients considering
sterilization with the Essure® device during discussion of the benefits and risks of the device”;
and (3) ordered Bayer “to conduct a new postmarket surveillance study designed to provide
important information about the risks of the device in a real-world environment.” Under
appropriate application of the Discovery Rule, Plaintiff’s suit was filed well within the applicable
statutory limitations period. In addition, Defendants’ fraudulent concealment of the relevant

facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants
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were not only actively and fraudulently concealing adverse reports of migrations and
perforations from this Plaintiff but also from the FDA. This active concealment is not a mere
allegation, but evidenced by FDA findings and its citations to Defendants.

110. Plaintiff, MANDY NOVAK was implanted on or about February 2011. As a
result of Essure, Plaintiff suffered from severe pelvic pain, tingling of extremities, extreme
menstrual changes, hair loss, and weight gain. On or about October 8, 2015, Plaintiff had to
have a hysterectomy as a result of Essure. This Plaintiff did not have knowledge of facts that
would lead a reasonable, prudent person to make inquiry to discover Defendants’ tortious
conduct until February 29, 2016 when the FDA (1) announced its “actions to provide important
information about the risks of using Essure and to help women and their doctors be better
informed of the potential complications associated with” the device; (2) required a black box
warning on Essure to warn doctors and patients of “reported adverse events, including
perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration,
persistent pain, and allergy or hypersensitivity reactions.” The FDA draft guidance black box
warning for Essure also warns: “Some of these reported events resulted in device removal
that required abdominal surgery. “This information should be shared with patients considering
sterilization with the Essure® device during discussion of the benefits and risks of the device”;
and (3) ordered Bayer “to conduct a new postmarket surveillance study designed to provide
important information about the risks of the device in a real-world environment.” Under
appropriate application of the Discovery Rule, Plaintiff’s suit was filed well within the applicable
statutory limitations period. In addition, Defendants’ fraudulent concealment of the relevant
facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants

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

111. Plaintiff, MELISSA NICHOLAS was implanted on or about 2011. As a result of
Essure, Plaintiff suffered from severe pelvic pain, tingling of extremities, and extreme menstrual
changes. On or about March 2015, Plaintiff had to have a hysterectomy as a result of Essure.
This Plaintiff did not have knowledge of facts that would lead a reasonable, prudent person to
make inquiry to discover Defendants’ tortious conduct until February 29, 2016 when the FDA
(1) announced its “actions to provide important information about the risks of using Essure and
to help women and their doctors be better informed of the potential complications associated
with” the device; (2) required a black box warning on Essure to warn doctors and patients of
“reported adverse events, including perforation of the uterus and/or fallopian tubes, intra-
abdominal or pelvic device migration, persistent pain, and allergy or hypersensitivity reactions.”
The FDA draft guidance black box warning for Essure also warns: “Some of these reported
events resulted in device removal that required abdominal surgery. ‘“This information
should be shared with patients considering sterilization with the Essure® device during
discussion of the benefits and risks of the device”; and (3) ordered Bayer “to conduct a new
postmarket surveillance study designed to provide important information about the risks of the
device in a real-world environment.” Under appropriate application of the Discovery Rule,
Plaintiff’s suit was filed well within the applicable statutory limitations period. In addition,
Defendants’ fraudulent concealment of the relevant facts as described infra toll any relevant
statutes of limitations. Most egregiously, Defendants were not only actively and fraudulently

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

112. Plaintiff, STEPHANIE LEE was implanted on or about April 2006 As a result of
Essure, Plaintiff suffered from severe pelvic pain, tingling of extremities, extreme menstrual
changes, migranes and hives. On or about April 22, 2015, Plaintiff had to have a hysterectomy.
This Plaintiff did not have knowledge of facts that would lead a reasonable, prudent person to
make inquiry to discover Defendants’ tortious conduct until February 29, 2016 when the FDA
(1) announced its “actions to provide important information about the risks of using Essure and
to help women and their doctors be better informed of the potential complications associated
with” the device; (2) required a black box warning on Essure to warn doctors and patients of
“reported adverse events, including perforation of the uterus and/or fallopian tubes, intra-
abdominal or pelvic device migration, persistent pain, and allergy or hypersensitivity reactions.”
The FDA draft guidance black box warning for Essure also warns: “Some of these reported
events resulted in device removal that required abdominal surgery. “This information
should be shared with patients considering sterilization with the Essure® device during
discussion of the benefits and risks of the device”; and (3) ordered Bayer “to conduct a new
postmarket surveillance study designed to provide important information about the risks of the
device in a real-world environment.” Under appropriate application of the Discovery Rule,
Plaintiff’s suit was filed well within the applicable statutory limitations period. In addition,
Defendants’ fraudulent concealment of the relevant facts as described infra toll any relevant
statutes of limitations. Most egregiously, Defendants were not only actively and fraudulently

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

113. Plaintiff, KIM MROZ was implanted on or about April 15, 2009. As a result of
Essure, Plaintiff suffered from severe pelvic pain, fatigue, and muscle spasms. On or about
March 2015, Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not
have knowledge of facts that would lead a reasonable, prudent person to make inquiry to
discover Defendants’ tortious conduct until February 29, 2016 when the FDA (1) announced its
“actions to provide important information about the risks of using Essure and to help women and
their doctc;rs be better informed of the potential complications associated with” the device; (2)
required a black box warning on Essure to warn doctors and patients of “reported adverse
events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic
device migration, persistent pain, and allergy or hypersensitivity reactions.” The FDA draft
guidance black box warning for Essure also warns: “Some of these reported events resulted
in device removal that required abdominal surgery. “ This information should be shared with
patients considering sterilization with the Essure® device during discussion of the benefits and
risks of the device”; and (3) ordered Bayer “to conduct a new postmarket surveillance study
designed to provide important information about the risks of the device in a real-world
environment.” Under appropriate application of the Discovery Rule, Plaintiff’s suit was filed
well within the applicable statutory limitations pertod. In addition, Defendants’ fraudulent
concealment of the relevant facts as described infra toll any relevant statutes of limitations. Most
egregiously, Defendants were not only actively and fraudulently concealing adverse reports of
migrations and perforations from this Plaintiff but also from the FDA. This active concealment

is not a mere allegation, but evidenced by FDA findings and its citations to Defendants.
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114. Plaintiff, KAYLA HARRISON was implanted on or about February 22, 2012. As
a result of Essure, Plaintiff suffered from severe pelvic pain, tingling of extremities, extreme
menstrual changes, rashes, autoimmune diseases, blurred vision, and weight gain. On or about
July 24, 2014, Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not
have knowledge of facts that would lead a reasonable, prudent person to make inquiry to
discover Defendants’ tortious conduct until February 29, 2016 when the FDA (1) announced its
“actions to provide important information about the risks of using Essure and to help women and
their doctors be better informed of the potential complications associated with” the device; (2)
required a black box warning on Essure to warn doctors and patients of “reported adverse
events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic
device migration, persistent pain, and allergy or hypersensitivity reactions.” The FDA draft
guidance black box warning for Essure also warns: “Some of these reported events resulted
in device removal that required abdominal surgery. “This information should be shared with
patients coﬁsidering sterilization with the Essure® device during discussion of the benefits and
risks of the device”; and (3) ordered Bayer “to conduct a new postmarket surveillance study
designed to provide important information about the risks of the device in a real-world
environment.” Under appropriate application of the Discovery Rule, Plaintiff’s suit was filed
well within the applicable statutory limitations period. In addition, Defendants’ fraudulent
concealment of the relevant facts as described infra toll any relevant statutes of limitations. Most
egregiously, Defendants were not only actively and fraudulently concealing adverse reports of
migrations and perforations from this Plaintiff but also from the FDA. This active concealment

is not a mere allegation, but evidenced by FDA findings and its citations to Defendants.
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115. Plaintiff, MARIANNE BOLDING was implanted on or about July 2009 with
Essure. As a result of Essure, Plaintiff suffered from severe pelvic pain, Andomyosis, and
extreme menstrual changes. On or about July 2014, Plaintiff had to have a hysterectomy as a
result of Essure. This Plaintiff did not have knowledge of facts that would lead a reasonable,
prudent person to make inquiry to discover Defendants’ tortious conduct until February 29, 2016
when the FDA (1) announced its “actions to provide important information about the risks of
using Essure and to help women and their doctors be better informed of the potential
complications associated with” the device; (2) required a black box warning on Essure to warn
doctors and patients of “reported adverse events, including perforation of the uterus and/or
fallopian tubes, intra-abdominal or pelvic device migration, persistent pain, and allergy or
hypersensitivity reactions.” The FDA draft guidance black box warning for Essure also warns:
“Some of these reported events resulted in device removal that required abdominal surgery.
“This information should be shared with patients considering sterilization with the Essure®
device during discussion of the benefits and risks of the device”; and (3) ordered Bayer “to
conduct a new postmarket surveillance study designed to provide important information about
the risks of the device in a real-world environment.” Under appropriate application of the
Discovery Rule, Plaintiff’s suit was filed well within the applicable statutory limitations period.
In addition, Defendants’ fraudulent concealment of the relevant facts as described infra toll any
relevant statutes of limitations. Most egregiously, Defendants were not only actively and
fraudulently concealing adverse reports of migrations and perforations from this Plaintiff but also
from the FDA. This active concealment is not a mere allegation, but evidenced by FDA findings

and its citations to Defendants.
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116. Plaintiff, CRYSTAL HUGHES was implanted in November 2008. As a result of
Essure, Plaintiff suffered from severe pelvic pain and extreme menstrual changes. Now, Plaintiff
has to have a hysterectomy as a result of Essure. This Plaintiff did not have knowledge of facts
that would lead a reasonable, prudent person to make inquiry to discover Defendants’ tortious
conduct until February 29, 2016 when the FDA (1) announced its “actions to provide important
information about the risks of using Essure and to help women and their doctors be better
informed of the potential complications associated with” the device; (2) required a black box
warning on Essure to wamn doctors and patients of “reported adverse events, including
perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration,
persistent pain, and allergy or hypersensitivity reactions.” The FDA draft guidance black box
warning for Essure also warns: “Some of these reported events resulted in device removal
that required abdominal surgery. “ This information should be shared with patients considering
sterilization with the Essure® device during discussion of the benefits and risks of the device”;
and (3) ordered Bayer “to conduct a new postmarket surveillance study designed to provide
important information about the risks of the device in a real-world environment.” Under
appropriate application of the Discovery Rule, Plaintiff’s suit was filed well within the applicable
statutory limitations period. In addition, Defendants’ fraudulent concealment of the relevant
facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants
were not only actively and fraudulently concealing adverse reports of migrations and
perforations from this Plaintiff but also from the FDA. This active concealment is not a mere
allegation, but evidenced by FDA findings and its citations to Defendants.

117. Plaintiff, FAITH TUCKER was implanted in September 2009. As a result of

Essure, Plaintiff suffered from severe pelvic pain, extreme fatigue and extreme menstrual
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changes. In January 2015, Plaintiff had to have a hysterectomy as a result of Essure. This
Plaintiff did not have knowledge of facts that would lead a reasonable, prudent person to make
inquiry to discover Defendants’ tortious conduct until February 29, 2016 when the FDA (1)
announced its “actions to provide important information about the risks of using Essure and to
help women and their doctors be better informed of the potential complications associated with”
the device; (2) required a black box warning on Essure to warn doctors and patients of “reported
adverse events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or
pelvic device migration, persistent pain, and allergy or hypersensitivity reactions.” The FDA
draft guidance black box warning for Essure also warns: “Some of these reported events
resulted in device removal that required abdominal surgery. “ This information should be
shared with patients considering sterilization with the Essure® device during discussion of the
benefits and risks of the device”; and (3) ordered Bayer “to conduct a new postmarket
surveillance study designed to provide important information about the risks of the device in a
real-world environment.” Under appropriate application of the Discovery Rule, Plaintiff’s suit
was filed well within the applicable statutory limitations period. In addition, Defendants’
fraudulent concealment of the relevant facts as described infra toll any relevant statutes of
limitations. Most egregiously, Defendants were not only actively and fraudulently concealing
adverse reports of migrations and perforations from this Plaintiff but also from the FDA. This
active concealment is not a mere allegation, but evidenced by FDA findings and its citations to
Defendants.

118.  Plaintiff, CHRISTINE O’ DONNELL was implanted in January 2013. As a result
of Essure, Plaintiff suffered from severe pelvic pain, and extreme menstrual changes. In June

2014, Plaintiff found out she was pregnant and after delivering the child with the coils inside of
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her then realized that one of the coils was not in the fallopian tube. This Plaintiff did not have
knowledge of facts that would lead a reasonable, prudent person to make inquiry to discover
Defendants’ tortious conduct until February 29, 2016 when the FDA (1) announced its “actions
to provide important information about the risks of using Essure and to help women and their
doctors be better informed of the potential complications associated with” the device; (2)
required a black box warning on Essure to warn doctors and patients of “reported adverse
events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic
device migration, persistent pain, and allergy or hypersensitivity reactions.” The FDA draft
guidance black box warning for Essure also warns: “Some of these reported events resulted
in device removal that required abdominal surgery. “This information should be shared with
patients considering sterilization with the Essure® device during discussion of the benefits and
risks of the device”; and (3) ordered Bayer “to conduct a new postmarket surveillance study
designed to provide important information about the risks of the device in a real-world
environment.” Under appropriate application of the Discovery Rule, Plaintiff’s suit was filed
well within the applicable statutory limitations period. In addition, Defendants’ fraudulent
concealment of the relevant facts as described infra toll any relevant statutes of limitations. Most
egregiously, Defendants were not only actively and fraudulently concealing adverse reports of
migrations and perforations from this Plaintiff but also from the FDA. This active concealment
is not a mere allegation, but evidenced by FDA findings and its citations to Defendants.

119. Plaintiff, AMANDA BALES was implanted in December 2013. As a result of
Essure, Plaintiff suffered from severe pelvic pain, migraine headaches, extreme menstrual
changes, brain fog, and rashes. In May 2014, Plaintiff had to have a hysterectomy as a result of

Essure. After the hysterectomy it was found that one coil was underneath her bladder. As a
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result, Plaintiff had to undergo another three surgeries 2014. At 26 years old, she now suffers
from incontinence and requires surgery every four months.  This Plaintiff did not have
knowledge of facts that would lead a reasonable, prudent person to make inquiry to discover
Defendants’ tortious conduct until February 29, 2016 when the FDA (1) announced its “actions
to provide important information about the risks of using Essure and to help women and their
doctors be better informed of the potential complications associated with” the device; (2)
required a black box warning on Essure to warn doctors and patients of “reported adverse
events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic
device migration, persistent pain, and allergy or hypersensitivity reactions.” The FDA draft
guidance black box warning for Essure also warns: “Some of these reported events resulted
in device removal that required abdominal surgery. “ This information should be shared with
patients considering sterilization with the Essure® device during discussion of the benefits and
risks of the device”; and (3) ordered Bayer “to conduct a new postmarket surveillance study
designed to provide important information about the risks of the device in a real-world
environment.” Under appropriate application of the Discovery Rule, Plaintiff’s suit was filed
well within the applicable statutory limitations period. In addition, Defendants’ fraudulent
concealment of the relevant facts as described infra toll any relevant statutes of limitations. Most
egregiously, Defendants were not only actively and fraudulently concealing adverse reports of
migrations and perforations from this Plaintiff but also from the FDA. This active concealment
is not a mere allegation, but evidenced by FDA findings and its citations to Defendants.

120. Plaintiff, SHARON HORTON was implanted in January 2013. As a result of
Essure, Plaintiff suffered from severe pelvic pain and extreme menstrual changes. On or about

April 29 2015, Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not
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have knowledge of facts that would lead a reasonable, prudent person to make inquiry to
discover Defendants’ tortious conduct until February 29, 2016 when the FDA (1) announced its
“actions to provide important information about the risks of using Essure and to help women and
their doctors be better informed of the potential complications associated with” the device; (2)
required a black box warning on Essure to warn doctors and patients of “reported adverse
events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic
device migration, persistent pain, and allergy or hypersensitivity reactions.” The FDA draft
guidance black box warning for Essure also warﬁs: “Some of these reported events resulted
in device removal that required abdominal surgery. * This information should be shared with
patients considering sterilization with the Essure® device during discussion of the benefits and
risks of the device”; and (3) ordered Bayer “to conduct a new postmarket surveillance study
designed to provide important information about the risks of the device in a real-world
environment.” Under appropriate application of the Discovery Rule, Plaintiff’s suit was filed
well within the applicable statutory limitations period. In addition, Defendants’ fraudulent
concealment of the relevant facts as described infra toll any relevant statutes of limitations. Most
egregiously, Defendants were not only actively and fraudulently concealing adverse reports of
migrations and perforations from this Plaintiff but also from the FDA. This active concealment
is not a mere allegation, but evidenced by FDA ﬁlndings and its citations to Defendants.

121. Plaintiff, MELISSA KNIGHT was implanted in April 2000. As a result of
Essure, Plaintiff suffered from severe pelvic pain and extreme menstrual changes. On or about
July 31, 2015, Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not
have knowledge of facts that would lead a reasonable, prudent person to make inquiry to

discover Defendants’ tortious conduct until February 29, 2016 when the FDA (1) announced its
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“actions to provide important information about the risks of using Essure and to help women and
their doctors be better informed of the potential complications associated with” the device; (2)
required a black box warning on Essure to wamn doctors and patients of “reported adverse
events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic
device migration, persistent pain, and allergy or hypersensitivity reactions.” The FDA draft
guidance black box warning for Essure also warns: “Some of these reported events resulted
in device removal that required abdominal surgery. “This information should be shared with
patients considering sterilization with the Essure® device during discussion of the benefits and
risks of the device”; and (3) ordered Bayer “to conduct a new postmarket surveillance study
designed to provide important information about the risks of the device in a real-world
environment.” Under appropriate application of the Discovery Rule, Plaintiff’s suit was filed
well within the applicable statutory limitations period. In addition, Defendants’ fraudulent
concealment of the relevant facts as described infra toll any relevant statutes of limitations. Most
egregiously, Defendants were not only actively and fraudulently concealing adverse reports of
migrations and perforations from this Plaintiff but also from the FDA. This active concealment
is not a mere allegation, but evidenced by FDA findings and its citations to Defendants.

122. Plaintiff, SHANTIELL LEISRING was implanted in October 2011. As a result of
Essure, Plaintiff suffered from severe pelvic pain, brain fog, and extreme menstrual changes. In
October 2015, Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not
have knowledge of facts that would lead a reasonable, prudent person to make inquiry to
discover Defendants’ tortious conduct until February 29, 2016 when the FDA (1) announced its
“actions to provide important information about the risks of using Essure and to help women and

their doctors be better informed of the potential complications associated with” the device; (2)
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required a black box warning on Essure to warn doctors and patients of “reported adverse
events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic
device migration, persistent pain, and allergy or hypersensitivity reactions.” The FDA draft
guidance black box warning for Essure also warns: “Some of these reported events resulted
in device removal that required abdominal surgery. * This information should be shared with
patients considering sterilization with the Essure® device during discussion of the benefits and
risks of the device”; and (3) ordered Bayer “to conduct a new postmarket surveillance study
designed to provide important information about the risks of the device in a real-world
environment.” Under appropriate application of the Discovery Rule, Plaintiff’s suit was filed
well within the applicable statutory limitations period. In addition, Defendants’ fraudulent
concealment of the relevant facts as described infra toll any relevant statutes of limitations. Most
egregiously, Defendants were not only actively and fraudulently concealing adverse reports of
migrations and perforations from this Plaintiff but also from the FDA. This active concealment
is not a mere allegation, but evidenced by FDA findings and its citations to Defendants.

123.  Plaintiff, STEPHANY BORRENO was implanted in March 2012. As a result of
Essure, Plaintiff suffered from severe pelvic pain, hair falling out, migrane headaches, brain fog,
numbness and tingling, and extreme menstrual changes. In December 2014, Plaintiff had to have
a hysterectomy as a result of Essure. This Plaintiff did not have knowledge of facts that would
lead a reasonable, prudent person to make inquiry to discover Defendants’ tortious conduct until
February 29, 2016 when the FDA (1) announced its “actions to provide important information
about the risks of using Essure and to help women and their doctors be better informed of the
potential complications associated with” the device; (2) required a black box warning on Essure

to warn doctors and patients of “reported adverse events, including perforation of the uterus
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and/or fallopian tubes, intra-abdominal or pelvic device migration, persistent pain, and allergy
or hypersensitivity reactions.” The FDA draft guidance black box warning for Essure also
warns: “Some of these reported events resulted in device removal that required abdominal
surgery. “This information should be shared with patients considering sterilization with the
Essure® device during discussion of the benefits and risks of the device”; and (3) ordered Bayer
“to conduct a new postmarket surveillance study designed to provide important information
about the risks of the device in a real-world environment.” Under appropriate application of the
Discovery Rule, Plaintiff’s suit was filed well within the applicable statutory limitations period.
In addition, Defendants’ fraudulent concealment of the relevant facts as described infra toll any
relevant statutes of limitations. Most egregiously, Defendants were not only actively and
fraudulently concealing adverse reports of migrations and perforations from this Plaintiff but also
from the FDA. This active concealment is not a mere allegation, but evidenced by FDA findings
and its citations to Defendants.

124. Plaintiff, SHANNON MEADOWS was implanted in November 2010. As a result
of Essure, Plaintiff suffered from severe pelvic pain, decaying teeth, hair loss, migraine
headaches, and extreme menstrual changes. In September 2, 2015, Plaintiff had to have a
hysterectomy as a result of Essure. This Plaintiff did not have knowledge of facts that would
lead a reasonable, prudent person to make inquiry to discover Defendants’ tortious conduct until
February 29, 2016 when the FDA (1) announced its “actions to provide important information
about the risks of using Essure and to help women and their doctors be better informed of the
potential complications associated with” the device; (2) required a black box warning on Essure
to warn doctors and patients of “reported adverse events, including perforation of the uterus

and/or fallopian tubes, intra-abdominal or pelvic device migration, persistent pain, and allergy
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or hypersensitivity reactions.” The FDA draft guidance black box warning for Essure also
warns: “Some of these reported events resulted in device removal that required abdominal
surgery. “This information should be shared with patients considering sterilization with the
Essure® device during discussion of the benefits and risks of the device”; and (3) ordered Bayer
“to conduct a new postmarket surveillance study designed to provide important information
about the risks of the device in a real-world environment.” Under appropriate application of the
Discovery Rule, Plaintiff’s suit was filed well within the applicable statutory limitations period.
In addition, Defendants’ fraudulent concealment of the relevant facts as described infra toll any
relevant statutes of limitations. Most egregiously, Defendants were not only actively and
fraudulently concealing adverse reports of migrations and perforations from this Plaintiff but also
from the FDA. This active concealment is not a mere allegation, but evidenced by FDA findings
and its citations to Defendants.

125. Plaintiff, JERAMIE NELSON was implanted in April 2011. As a result of
Essure, Plaintiff suffered from severe pelvic pain, hair and teeth falling out, tingling of hands,
brain fog, and extreme menstrual changes. In May 2014, Plaintiff was confirmed pregnant. This
Plaintiff did not have knowledge of facts that would lead a reasonable, prudent person to make
inquiry to discover Defendants’ tortious conduct until February 29, 2016 when the FDA (1)
announced its “actions to provide important information about the risks of using Essure and to
help women and their doctors be better informed of the potential complications associated with”
the device; (2) required a black box warning on Essure to warn doctors and patients of “reported
adverse events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or
pelvic device migration, persistent pain, and allergy or hypersensitivity reactions.” The FDA

draft guidance black box warning for Essure also warns: “Some of these reported events
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resulted in device removal that required abdominal surgery. “This information should be
shared with patients considering sterilization with the Essure® device during discussion of the
benefits and risks of the device”; and (3) ordered Bayer “to conduct a new postmarket
surveillance study designed to provide important information about the risks of the device in a
real-world environment.” Under appropriate application of the Discovery Rule, Plaintiff’s suit
was filed well within the applicable statutory limitations period. In addition, Defendants’
fraudulent concealment of the relevant facts as described infra toll any relevant statutes of
limitations. Most egregiously, Defendants were not only actively and fraudulently concealing
adverse reports of migrations and perforations from this Plaintiff but also from the FDA. This
active concealment is not a mere allegation, but evidenced by FDA findings and its citations to
Defendants.

126. Plaintiff, CHRISTINA MCCORD was implanted in December 2011 As a result of
Essure, Plaintiff suffered from severe pelvic pain and extreme menstrual changes. In July 2014,
Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not have knowledge
of facts that would lead a reasonable, prudent person to make inquiry to discover Defendants’
tortious conduct until February 29, 2016 when the FDA (1) announced its “actions to provide
important information about the risks of using Essure and to help women and their doctors be
better informed of the potential complications associated with” the device; (2) required a black
box warning on Essure to warmn doctors and patients of “reported adverse events, including
perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration,
persistent pain, and allergy or hypersensitivity reactions.” The FDA draft guidance black box
warning for Essure also warns: “Some of these reported events resulted in device removal

that required abdominal surgery. “ This information should be shared with patients considering
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sterilization with the Essure® device during discussion of the benefits and risks of the device”;
and (3) ordered Bayer “to conduct a new postmarket surveillance study designed to provide
important information about the risks of the device in a real-world environment.” Under
appropriate application of the Discovery Rule, Plaintiff’s suit was filed well within the applicable
statutory limitations period. In addition, Defendants’ fraudulent concealment of the relevant
facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants
were not only actively and fraudulently concealing adverse reports of migrations and
perforations from this Plaintiff but also from the FDA. This active concealment is not a mere
allegation, but evidenced by FDA findings and its citations to Defendants.

127. Plaintiff, SARA MITCHELL was implanted in January 2015. As a result of
Essure, Plaintiff suffered from severe pelvic pain, hair falling out, and extreme menstrual
changes. In February 2015, Plaintiff had to have a hysterectomy as a result of Essure. This
Plaintiff did not have knowledge of facts that would lead a reasonable, prudent person to make
inquiry to discover Defendants’ tortious conduct until February 29, 2016 when the FDA (1)
announced its “actions to provide important information about the risks of using Essure and to
help women and their doctors be better informed of the potential complications associated with”
the device; (2) required a black box warning on Essure to warn doctors and patients of “reported
adverse events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or
pelvic device migration, persistent pain, and allergy or hypersensitivity reactions.” The FDA
draft guidance black box warning for Essure also warns: “Some of these reported events
resulted in device removal that required abdominal surgery. “This information should be
shared with patients considering sterilization with the Essure® device during discussion of the

benefits and risks of the device”; and (3) ordered Bayer “to conduct a new postmarket
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surveillance study designed to provide important information about the risks of the device in a
real-world environment.” Under appropriate application of the Discovery Rule, Plaintiff’s suit
was filed well within the applicable statutory limitations period. In addition, Defendants’
fraudulent concealment of the relevant facts as described infra toll any relevant statutes of
limitations. Most egregiously, Defendants were not only actively and fraudulently concealing
adverse reports of migrations and perforations from this Plaintiff but also from the FDA. This
active concealment is not a mere allegation, but evidenced by FDA findings and its citations to
Defendants.

128.  Plaintiff, LATISHA LEMACKS was implanted in March 2012. As a result of
Essure, Plaintiff suffered from severe pelvic pain, infections, and extreme menstrual changes. In
June 2013, Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not have
knowledge of facts that would lead a reasonable, prudent person to make inquiry to discover
Defendants’ tortious conduct until February 29, 2016 when the FDA (1) announced its “actions
to provide important information about the risks of using Essure and to help women and their
doctors be better informed of the potential complications associated with” the device; (2)
required a black box warning on Essure to warn doctors and patients of “reported adverse
events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic
device migration, persistent pain, and allergy or hypersensitivity reactions.” The FDA draft
guidance black box warning for Essure also warns: “Some of these reported events resulted
in device removal that required abdominal surgery. “This information should be shared with
patients considering sterilization with the Essure® device during discussion of the benefits and
risks of the device”; and (3) ordered Bayer “to conduct a new postmarket surveillance study

designed to provide important information about the risks of the device in a real-world
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environment.” Under appropriate application of the Discovery Rule, Plaintiff’s suit was filed
well within the applicable statutory limitations period. In addition, Defendants’ fraudulent
concealment of the relevant facts as described infra toll any relevant statutes of limitations. Most
egregiously, Defendants were not only actively and fraudulently concealing adverse reports of
migrations and perforations from this Plaintiff but also from the FDA. This active concealment
is not a mere allegation, but evidenced by FDA findings and its citations to Defendants.

129.  Plaintiff, MALORIE WELCH was implanted in October 2013. As a result of
Essure, Plaintiff suffered from severe pelvic pain, migraine headaches, and extreme menstrual
changes. In August 2015, Plaintiff had to have a hysterectomy as a result of Essure. This
Plaintiff did not have knowledge of facts that would lead a reasonable, prudent person to make
inquiry to discover Defendants’ tortious conduct until February 29, 2016 when the FDA (1)
announced its “actions to provide important information about the risks of using Essure and to
help women and their doctors be better informed of the potential complications associated with”
the device; (2) required a black box warning on Essure to warn doctors and patients of “reported
adverse events, including perforation of the uterus and/or fallopian tubes, intra-abdominal or
pelvic device migration, persistent pain, and allergy or hypersensitivity reactions.” The FDA
draft guidance black box warning for Essure also warns: “Some of these reported events
resulted in device removal that required abdominal surgery. “ This information should be
shared with patients considering sterilization with the Essure® device during discussion of the
benefits and risks of the device”; and (3) ordered Bayer “to conduct a new postmarket
surveillance study designed to provide important information about the risks of the device in a
real-world environment.” Under appropriate application of the Discovery Rule, Plaintiff’s suit

was filed well within the applicable statutory limitations period. In addition, Defendants’
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fraudulent concealment of the relevant facts as described infra toll any relevant statutes of
limitations. Most egregiously, Defendants were not only actively and fraudulently concealing
adverse reports of migrations and perforations from this Plaintiff but also from the FDA. This
active concealment is not a mere allegation, but evidenced by FDA findings and its citations to
Defendants.

130. Defendants’” conduct was malicious, intentional, and outrageous, and constitutes
a willful and wanton disregard for the rights and safety of Plaintiffs and others.

FACTS AND WARRANTIES

131. First, Defendants negligently trained physicians, including the implanting
physician, on how to use its device and in hysteroscopy.

132.  The skills needed to place the micro-inserts as recognized by the FDA panel “are
way beyond the usual gynecologist.”

133.  Accordingly, Defendants went out and attempted to train the implanting physician
on (1) how to use its device and (2) in hysteroscopy. Defendants (1) created a “Physician
Training Manual”; (2) created a simulator called EssureSim; (3) organized limited training
courses-where Defendants observed physicians until Defendants believed they were competent;
(4) created Essure Procedure Equipment Supplies Checklists; and (5) represented to Plaintiffs
that “Physicians must be signéd-off to perform Essure procedures.” Defendants had no
experience in training others in hysteroscopy.

134. Defendants failed to adequately train Plaintiffs’ implanting physician and
provided hysteroscopic equipment to the implanting physician who was not qualified to use such

complicated equipment.
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135. A key study found that a learning curve for this hysteroscopic procedure was seen
for procedure time, but not for successful placement, pain, and complication rates, evidencing
that Defendants’ training methods were failing’.

136. Second, Defendants provided hysteroscopic equipment to the implanting
physician who was not competent to use such device.  Defendants knew the implanting
physician was not competent to use such sophisticated equipment, yet provided the equipment
anyway in order to sell its product.

137. Third, Defendants’ distribution plan of requiring the implanting physician to
purchase two (2) Essure kits a month, was an unreasonably dangerous plan as it compelled the
implanting physician to insist that Essure be used in Plaintiffs.

138. Defendants’ distribution plan also included (1) negligently distributing Essure
against FDA order and sections 501(f), 502(q) and (r) of the FD&C Act by marketing and selling
an adulterated product; (2) the promotion of Essure through representatives of the hysteroscopic
equipment manufacturers, who were not adequately trained nor had sufficient knowledge
regarding Essure; (3) failing to report and actively concealing 8 perforations which occurred as a
result of Essure; (4) erroneously using non-conforming material in the manufacturing of Essure;
(5) failing to use pre-sterile and post-sterile cages; (6) manufacturing Essure at an unlicensed
facility and (7) manufacturing Essure for three years without a license to do so.

139. Lastly, Plaintiffs relied on the following warranties by Defendants and/or its
agents, outlined in the subsequent Paragraphs:

WEBSITE WARRANTIES

140. Defendants marketed on its website the following:

3 Learning curve of hysteroscopic placement of tubal sterilization micro inserts, US National Library of Medicine,
Janse, JA.
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(a) “Only FDA approved female sterilization procedure to have zero pregnancies
in the clinical trials.*”

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

(b) “There were Zero pregnancies in the clinical trials.>”

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

(c) “Physicians must be signed-off to perform Essure procedures”

i. However, Defendants failed to abide by the FDA guidelines when training
the implanting physician and “signed-off” on the implanting physician
who did not have the requisite training. Defendants concealed this
information from Plaintiffs.

(d) “Worry free: Once your doctor confirms that your tubes are blocked, you never
have to worry about unplanned pregnancy”

i. However, several pregnancies have been reported subsequent to
confirmation. Defendants concealed this information from Plaintiffs.

ii. However, between 1997-2005, 64 pregnancies were reported to
Defendants. Defendants concealed this information from Plaintiffs.

i. However, Adverse Event Report ESS 205 dated 10/3/2006 evidences a
pregnancy after the three month Confirmation Test was confirmed.
Defendants concealed this information from Plaintiffs.

ii. However, there have been over 30 pregnancies after “doctors confirmed
the tubes were blocked.”

iii. However, women who have Essure have 10 times greater risk of
pregnancy after one year than those who use laparoscopic sterilization. At
ten years, the risk of pregnancy is almost four (4) times greater®.

iv. Yet, Defendants’ SEC filings, Form 10-K show that the HSG test used to
confirm the tubes are blocked has been described by Defendants as

* As to Plaintiffs Christine O’Donnell, Kayla Harrison, Shannon Meadows, Jeramie Nelson, only.

SIHd.

6 Probability of pregnancy after sterilization: a comparison of hysteroscopic versus laparoscopic sterilization,
Gariepy, Aileen. Medical Publication “Contraception.” Elsevier 2014,
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“painful and is also known to be highly inaccurate, with false-positive
results in as many as 40%.”

(e) “Essure is the most effective permanent birth control available-even more
effective than tying your tubes or a vasectomy.”

i. Yet, Defendants’ SEC filings, Form 10-K show that no comparison to a
vasectomy or tying of tubes was ever done by Defendants. Defendants
stated, “We did not conduct a clinical trial to compare the Essure
procedure to laparoscopic tubal ligation.” Defendants concealed this
information from Plaintiffs.

ii. In fact, women who have Essure have 10 times greater risk of pregnancy
after one year than those who use laparoscopic sterilization. At ten years,
the risk of pregnancy is almost 4 times greater’.

(f) “Correct placement...is performed easily because of the design of the micro-
insert”

i. However, Defendants admitted that placement of the device requires a
“skilled approach” and even admitted that their own experts in
hysteroscopy (as compared to general gynecologists not on the same level
as an expert hysteroscopist) failed to place the micro-inserts in 1 out of 7
clinical participants.  Defendants concealed this information from
Plaintiffs.

(g) “the Essure training program is a comprehensive course designed to provide
information and skills necessary to select appropriate patients, perform
competent procedures and manage technical issues related to the placement of
Essure micro-inserts for permanent birth control.”

i. However, Defendants failed to train the implanting physician pursuant to
the FDA guidelines. Defendants concealed this information from
Plaintiffs.

(h) “In order to be trained in Essure you must be a skilled operative hysteroscopist.
You will find the procedure easier to learn if you are already proficient in
operative hysteroscopy and management of the awake patient. If your skills are
minimal or out of date, you should attend a hysteroscopy course before
learning Essure.”

i. However, Defendants “signed off” on the implanting physician who was
not a skilled operative hysteroscopist, in order to monopolize and capture
the market, including the implanting physician. Defendants concealed this
information from Plaintiffs.

H.
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(i) “Essure is a surgery-free permanent birth control.”

i. However, Essure is not permanent as the coils migrate, perforate organs
and are expelled by the body. Moreover, all Essure procedures are done
under hysteroscopy, which is a surgical procedure.

ADVERTISEMENT WARRANTIES
141. Defendants advertised:
(a) “Zero pregnancies” in its clinical or pivotal trials®.

i. However, there were at least four pregnancies. Defendants concealed this
information from Plaintiffs.

(b) In order to be identified as a qualified Essure physician, a minimum of one
Essure procedure must be performed every 6-8 weeks.

i. However, Defendants “signed off” on “Essure physicians” who did not
perform the procedure every 6-8 weeks, including the implanting

physician. Defendants concealed this information from Plaintiffs.

(¢) No pregnancies have occurred after a successful confirmation test in the Essure
clinical studies at 4 and 5 years of follow up’.

i. However, there were at least four pregnancies. Defendants concealed this
information from Plaintiffs.

(d) I don’t want to worry about an unexpected pregnancy°.

i. However, there were at least four pregnancies. Defendants concealed this
information from Plaintiffs.

WARRANTIES BY AGENTS

142. Defendants’ CEO stated: “Essure allows you to push away the constant worry

about an unplanned pregnancy that’s our message and that’s our theme!!.

§ As to Plaintiffs Christine O’Donnell, Kayla Harrison, Shannon Meadows, Jeramie Nelson, only.
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(a) However, there were actually four pregnancies during the clinical trials and
five pregnancies during the first year of commercial experience. Defendants
concealed this information from Plaintiffs.

(b) However, between 1997-2005, 64 pregnancies were reported to Defendants.
Defendants concealed this information from Plaintiffs.

(c) However, there have been over 30 pregnancies after “doctors confirmed the
tubes were blocked.”

(d) Yet, Defendants’ SEC filings, Form 10-K show that the HSG test used to
confirm the tubes are blocked has been described by Defendants as “painful
and is also known to be highly inaccurate, with false-positive results in as
many as 40%.”

MARKETING WARRANTIES
143. Defendants marketed with commercials stating:
144. Defendants warranted that Essure “allows for visual confirmation of each insert’s
proper placement both during the procedure and during the Essure Confirmation

Test.”

(a) However, Essure does not allow for visual confirmation of proper placement
during the procedure.

BROCHURE WARRANTIES
145. Defendants’ Essure brochure warrants:
(a) “Worry free”

i. However, Defendants actively concealed and failed to report 8
perforations which occurred as a result of Essure to the FDA as evidenced
in a Form 483 issued by the FDA to Defendants. Defendants actively
concealed this from Plaintiffs. See Investigative Report attached hereto as
Exhibit “C.”

ii. Most egregiously, Defendants were issued another Form 483 when it
“erroneously used non-conforming material.””  Defendants actively
concealed this and was issued an additional Form 483 for “failing to
adequately document the situation.” Defendants actively concealed this
from Plaintiffs. See Investigative Report attached hereto as Exhibit “C.”
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1il.

iv.

Vi.

vii.

Viii.

However, Defendants’ facility was also issued a notice of violation as it
“no longer uses pre-sterile and post-sterile cages.” Defendants actively
concealed this from Plaintiffs. See Notice of Violation attached as Exhibit
“D‘ »

However, Defendants also was issued a notice of violation when it “failed
to_obtain a valid license...prior to manufacturing medical devices.”
Defendants were manufacturing devices for three years without a license.
Defendants actively concealed this from Plaintiffs. See Notice of Violation
attached as Exhibit “D.”

However, Defendants were also issued a notice of violation as it was
manufacturing medical devices from 2005 at an unlicensed facility. See
Notice of Violation attached as Exhibit “D.” Defendants actively
concealed this from Plaintiffs.

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

Yet, Defendants’ SEC filings, Form 10-K show that the HSG test used to
confirm the tubes are blocked has been described by Defendants as
“painful and is also known to be highly inaccurate, with false-positive
results in as many as 40%.”

Yet, Defendants were issued Form 483’s for not disclosing MDR’s to the
FDA for perforations, migrations and instances where Essure broke into
pieces; were cited for having an incomplete risk analysis, not documenting
non-conforming products, not following procedures used to control non-
confirming product, and other quality problems.

(b) “The Essure inserts stay secure, forming a long protective barrier against
pregnancy. They also remain visible outside your tubes, so your doctor can
confirm that they’re properly in place.”

1.

ii.

iii.

However, the micro-inserts do not remain secure but migrate and are
expelled by the body. Defendants actively concealed this information from
Plaintiffs.

However, Defendants actively concealed and failed to report 8
perforations which occurred as a result of Essure to the FDA as evidenced
in Form 483 issued to Defendants by the FDA. See Investigative Report
attached hereto as Exhibit “C.”

Yet, Defendants were issued Form 483’s for not disclosing MDR’s to the
FDA for perforations, migrations and instances where Essure broke into
pieces; were cited for having an incomplete risk analysis, not documenting
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non-conforming products, not following procedures used to control non-
confirming product, and other quality problems.

(c) “The Essure inserts are made from the same trusted, silicone free material used
in heart stents.”

1.

il.

1il.

iv.

However, the micro-inserts are not made from the same material as heart
stents. Specifically, the micro-inserts are made of PET fibers which
trigger inflammation and scar tissue growth. Heart stents do not elicit
tissue growth. Defendants actively concealed this from Plaintiffs.

PET fibers are not designed or manufactured for use in human
implantation.

Moreover, Defendants also warranted: “the long-term nature of the tissue
response to the Essure micro-insert is not known.”

However, the PET fibers are made of the same materials as the PVT
material in vaginal meshes which have a high rate of expulsion.

Most egregiously, Defendants were issued another Form 483 when it
“erroneously used non-conforming material.” Defendants actively
concealed this and was issue another Form 483 for “failing to adequately
document the situation.” See Investigative Report attached hereto as
Exhibit “C.”

(d) Step Two: “pregnancy cannot occur”; | Step Three: The Confirmation!2.

il.

1ii.

iv.

However, Defendants also state that it is only after “The Confirmation”
pregnancy cannot occur. i.e. the complete opposite of what is warranted in
the brochure.

However, Adverse Event Report ESS 205 dated 10/3/2006 evidences a
pregnancy after the three month confirmation test was confirmed.

However, between 1997-2005, 64 pregnancies were reported to
Defendants. Defendants concealed this information from Plaintiff.

However, there have been over 30 pregnancies after “doctors confirmed
the tubes were blocked.”

However, there have been incidents where the micro-inserts were expelled
from the body even after the Confirmation Test!>.

20

B Essure insert expulsion after 3-month hysterosalpingogram,, US National Library of Medicine, Garcia, Al.
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(e) “Essure eliminates the risks, discomfort, and recovery time associated with
surgical procedures.”

i. However, Essure is not “surgery-free”, rather surgery is not required.

ii. Yet, Defendants’ SEC filings, Form 10-K show that the HSG test used to
confirm the tubes are blocked has been described by Defendants as
“painful and is also known to be highly inaccurate, with false-positive
results in as many as 40%.”

146.  “The inserts are made from...safe, trusted material.”

(a) However, the inserts are not made of safe, trusted material as they migrate,
corrode, break, and contain drugs. In fact, Defendants refer to Essure and
classify it as a “drug.”

ESSURE BOOKLET WARRANTIES
147. Defendants’ Essure booklet warrants:

(a) “This viewable portion of the micro-insert serves to verify placement and does
not irritate the lining of the uterus.”

i. However, the device does irritate the uterus as the device is left trailing
into the uterus and continues to elicit tissue growth. Defendants concealed
this information from Plaintiffs.

i. However, Defendants actively concealed and_ failed to report 8
perforations which occurred as a result of Essure to the FDA as evidenced
in Form 483. See Investigative Report attached hereto as Exhibit “C.”

i. Yet, Defendants were issued Form 483’s for not disclosing MDR’s to the
FDA for perforations, migrations and instances where Essure broke into
pieces; were cited for having an incomplete risk analysis, not documenting
non-conforming products, not following procedures used to control non-
confirming product, and other quality problems.

(b) “there was no cutting, no pain, no scars...”

1. However, Plaintiff has experienced pain as a result of Essure. Defendants
concealed this information from Plaintiffs.

ii. Yet, Defendants’ SEC filings, Form 10-K show that the HSG test used to
confirm the tubes are blocked has been described by Defendants as
“painful and is also known to be highly inaccurate, with false-positive
results in as many as 40%.”
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iii. Yet, Defendants were issued Form 483’s for not disclosing MDR'’s to the
FDA for pain.

iv. However, Defendants altered the records of at least one trial participant to
reflect less pain.

148. The subsequent claims are based on Plaintiffs’ Essure and Defendants’ failure to
abide by FDA guidelines, Federal regulations and its own CPMA.

NEGLIGENT MISREPRESENTATION— COUNT I

149. Plaintiffs re-allege and re-incorporate the preceding Paragraphs.

150. Plaintiffs did not discover that the misrepresentations were the cause of their
symptoms until February 29, 2016 when the FDA (1) announced its “actions to provide
important information about the risks of using Essure and to help women and their doctors be
better informed of the potential complications associated with” the device; (2) required a black
box warning on Essure to warn doctors and patients of “reported adverse events, including
perforation of the uterus and/or fallopian tubes, intra-abdominal or pelvic device migration,
persistent pain, and allergy or hypersensitivity reactions.” The FDA draft guidance black box
warning for Essure also warns: “Some of these reported events resulted in device removal
that required abdominal surgery. “ This information should be shared with patients considering
sterilization with the Essure® device during discussion of the benefits and risks of the device”;
and (3) ordered Bayer “to conduct a new postmarket surveillance study designed to provide
important information about the risks of the device in a real-world environment,” beginning the
relevant statute of limitations.

151. Defendants made misrepresentations which are specifically outlined in Paragraphs

112-119.
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152. Plaintiffs justifiably relied on the misrepresentations. Specifically, Plaintiffs
would have never had Essure implanted had they been aware that there were 8 perforations of
human cavities, that there had been 16,047 complaints regarding Essure, or the falsity of the
representations specifically delineated in the preceding paragraphs.

153. As a proximate result, Plaintiffs suffered damages as outlined in detail above.

154. As a result of Defendants’ negligence, breaches of warranty, fraud, and unfair
trade practices, individually, jointly, and severally, Plaintiffs sustained the injuries noted above.

155. As a result of Defendants’ negligence, breaches of warranty, fraud, and unfair
trade practices, individually, jointly, and severally, Plaintiffs had to undergo numerous surgical
procedures, diagnostic procedures, and may have to undergo surgeries, diagnostic testing,
treatment and rehabilitation into the indefinite future.

156. As a result of Defendants’ negligence, breaches of warranty, fraud, and unfair
trade practices, individually, jointly, and severally, Plaintiffs sustained significant pain and
suffering, both physical and mental, and will continue to do so into the indefinite future.

157. Plaintiffs have been forced to expend significant sums of money for treatment of
the multitude of surgeries, testing, medicine, therapies along with related expenses, all to their
significant financial detriment and loss, and they may have to endure significant financial
expenditures into the foreseeable future.

158. Plaintiffs have suffered a significant decrease in her ability to earn money in the
future, as well as a significant loss of earning capacity.

WHEREFORE, for the above reasons, Plaintiffs demand judgment in their favor and against the
Defendants for an amount in excess of $75,000.00 each, compensatory, incidental,

consequential, including pain and suffering which was a foreseeable consequential damages,
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delay damages, attorney’s fees and costs of suit in an amount to be determined upon the trial of
this matter.

NEGLIGENCE-FAILURE TO WARN- COUNT II

159. Plaintiffs re-allege and re-incorporate the preceding Paragraphs.

160. Plaintiffs’ injuries were caused by the negligent and reckless conduct of
Defendants in failing to warn Plaintiffs or their implanting physicians, all of which hinge on
violations of Federal law and its CPMA.

161. Defendants had a duty to warn Plaintiffs and/or their implanting physicians
consistent with Federal law and its CMPA and included:

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

(b) 21 C.F.R. 820.65- establish and maintain procedures for identifying with a
control number each unit, lot, or batch of finished devices and where
appropriate components. The procedures shall facilitate corrective action.

(c) 21 C.F.R. 803.1(a)- This part establishes the requirements for medical device
reporting for device user facilities, manufacturers, importers, and distributors.
If you are a device user facility, you must report deaths and serious injuries that
a device has or may have caused or contributed to, establish and maintain
adverse event files, and submit summary annual reports. If you are a
manufacturer or importer, you must report deaths and serious injuries that your
device has or may have caused or contributed to, you must report certain
device malfunctions, and you must establish and maintain adverse event files.
If you are a manufacturer, you must also submit specified followup. These
reports help us to protect the public health by helping to ensure that devices are
not adulterated or misbranded and are safe and effective for their intended use.

(d) 21 C.F.R. 803.10- (a) If you are a device user facility, you must submit reports
(described in subpart C of this part), as follows: (1) Submit reports of
individual adverse events no later than 10 work days after the day that you
become aware of a reportable event :(i) Submit reports of device-related deaths
to us and to the manufacturer, if known; or (ii) Submit reports of device-related
serious injuries to the manufacturers or, if the manufacturer is unknown,
submit reports to us.(2) Submit annual reports (described in 803.33) to us.(b) If
you are an importer, you must submit reports (described in subpart D of this
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part), as follows:(1) Submit reports of individual adverse events no later than
30 calendar days after the day that you become aware of a reportable event:(i)
Submit reports of device-related deaths or serious injuries to us and to the
manufacturer; or(ii) Submit reports of device-related malfunctions to the
manufacturer.(2) [Reserved](c) If you are a manufacturer, you must submit
reports (described in subpart E of this part) to us, as follows:(1) Submit reports
of individual adverse events no later than 30 calendar days after the day that
you become aware of a reportable death, serious injury, or malfunction.(2)
Submit reports of individual adverse events no later than 5 work days after the
day that you become aware of:(i) A reportable event that requires remedial
action to prevent an unreasonable risk of substantial harm to the public health,
or(ii) A reportable event for which we made a written request.(3) Submit
supplemental reports if you obtain information that you did not submit in an
initial report.

(e) 21 C.F.R. 803.50(a)- (a) If you are a manufacturer, you must report to us no

®

later than 30 calendar days after the day that you receive or otherwise become
aware of information, from any source, that reasonably suggests that a device
that you market:(1) May have caused or contributed to a death or serious
injury; or(2) Has malfunctioned and this device or a similar device that you
market would be likely to cause or contribute to a death or serious injury, if the
malfunction were to recur.(b) What information does FDA consider
"reasonably known" to me?(1) You must submit all information required in
this subpart E that is reasonably known to you. We consider the following
information to be reasonably known to you:(i) Any information that you can
obtain by contacting a user facility, importer, or other initial reporter;(ii)) Any
information in your possession; or (iii) Any information that you can obtain by
analysis, testing, or other evaluation of the device.(2) You are responsible for
obtaining and submitting to us information that is incomplete or missing from
reports submitted by user facilities, importers, and other initial reporters.(3)
You are also responsible for conducting an investigation of each event and
evaluating the cause of the event. If you cannot submit complete information
on a report, you must provide a statement explaining why this information was
incomplete and the steps you took to obtain the information. If you later obtain
any required information that was not available at the time you filed your
initial report, you must submit this information in a supplemental report under
803.56.

21 C.F.R. 803.53- You must submit a 5-day report to us, on Form 3500A or an
electronic equivalent approved under 803.14, no later than 5 work days after
the day that you become aware that:(a) An MDR reportable event necessitates
remedial action to prevent an unreasonable risk of substantial harm to the
public health. You may become aware of the need for remedial action from any
information, including any trend analysis; or(b) We have made a written
request for the submission of a 5-day report. If you receive such a written
request from us, you must submit, without further requests, a 5-day report for
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all subsequent events of the same nature that involve substantially similar
devices for the time period specified in the written request. We may extend the
time period stated in the original written request if we determine it is in the
interest of the public health.

(g) 21 CF.R. 806.10- (a) Each device manufacturer or importer shall submit a
written report to FDA of any correction or removal of a device initiated by
such manufacturer or importer if the correction or removal was initiated:(1) To
reduce a risk to health posed by the device; or(2) To remedy a violation of the
act caused by the device which may present a risk to health unless the
information has already been provided as set forth in paragraph (f) of this
section or the corrective or removal action is exempt from the reporting
requirements under 806.1(b).(b) The manufacturer or importer shall submit any
report required by paragraph (a) of this section within 10-working days of
initiating such correction or removal.(c) The manufacturer or importer shall
include the following information in the report:(1) The seven digit registration
number of the entity responsible for submission of the report of corrective or
removal action (if applicable), the month, day, and year that the report is made,
and a sequence number (i.e., 001 for the first report, 002 for the second report,
003 etc.), and the report type designation "C" or "R". For example, the
complete number for the first correction report submitted on June 1, 1997, will
appear as follows for a firm with the registration number 1234567: 1234567-
6/1/97-001-C. The second correction report number submitted by the same
firm on July 1, 1997, would be 1234567-7/1/97-002-C etc. For removals, the
number will appear as follows: 1234567-6/1/97-001-R and 1234567-7/1/97-
002-R, etc. Firms that do not have a seven digit registration number may use
seven zeros followed by the month, date, year, and sequence number (i.e.
0000000-6/1/97-001-C  for corrections and 0000000-7/1/97-001-R  for
removals). Reports received without a seven digit registration number will be
assigned a seven digit central file number by the district office reviewing the
reports.(2) The name, address, and telephone number of the manufacturer or
importer, and the name, title, address, and telephone number of the
manufacturer or importer representative responsible for conducting the device
correction or removal.(3) The brand name and the common name,
classification name, or usual name of the device and the intended use of the
device.(4) Marketing status of the device, i.e., any applicable premarket
notification number, premarket approval number, or indication that the device
is a preamendments device, and the device listing number. A manufacturer or
importer that does not have an FDA establishment registration number shall
indicate in the report whether it has ever registered with FDA.(5) The unique
device identifier (UDI) that appears on the device label or on the device
package, or the device identifier, universal product code (UPC), model,
catalog, or code number of the device and the manufacturing lot or serial
number of the device or other identification number.(6) The manufacturer's
name, address, telephone number, and contact person if different from that of
the person submitting the report.(7) A description of the event(s) giving rise to
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the information reported and the corrective or removal actions that have been,
and are expected to be taken.(8) Any illness or injuries that have occurred with
use of the device. If applicable, include the medical device report numbers.(9)
The total number of devices manufactured or distributed subject to the
correction or removal and the number in the same batch, lot, or equivalent unit
of production subject to the correction or removal.(10) The date of
manufacture or distribution and the device's expiration date or expected
life.(11) The names, addresses, and telephone numbers of all domestic and
foreign consignees of the device and the dates and number of devices
distributed to each such consignee.(12) A copy of all communications
regarding the correction or removal and the names and addresses of all
recipients of the communications not provided in accordance with paragraph
(c)(11) of this section.(13) If any required information is not immediately
available, a statement as to why it is not available and when it will be
submitted.(d) If, after submitting a report under this part, a manufacturer or
importer determines that the same correction or removal should be extended to
additional lots or batches of the same device, the manufacturer or importer
shall within 10-working days of initiating the extension of the correction or
removal, amend the report by submitting an amendment citing the original
report number assigned according to paragraph (c)(1) of this section, all of the
information required by paragraph (c)(2), and any information required by
paragraphs (c)(3) through (c)(12) of this section that is different from the
information submitted in the original report. The manufacturer or importer
shall also provide a statement in accordance with paragraph (c)(13) of this
section for any required information that is not readily available.(e) A report
submitted by a manufacturer or importer under this section (and any release by
FDA of that report or information) does not necessarily reflect a conclusion by
the manufacturer, importer, or FDA that the report or information constitutes
an admission that the device caused or contributed to a death or serious injury.
A manufacturer or importer need not admit, and may deny, that the report or
information submitted under this section constitutes an admission that the
device caused or contributed to a death or serious injury.(f) No report of
correction or removal is required under this part, if a report of the correction or
removal is required and has been submitted under parts 803 or 1004 of this
chapter.[62 FR 27191, May 19, 1997, as amended at 63 FR 42232, Aug. 7,
1998; 69 FR 11311, Mar. 10, 2004; 78 FR 55821, Sept. 24, 2013]

(h) 21 C.F.R. 814.84-(a) The holder of an approved PMA shall comply with the
requirements of part 803 and with any other requirements applicable to the
device by other regulations in this subchapter or by order approving the
device.(b) Unless FDA specifies otherwise, any periodic report shall:(1)
Identify changes described in 814.39(a) and changes required to be reported to
FDA under 814.39(b).(2) Contain a summary and bibliography of the
following information not previously submitted as part of the PMA:(i)
Unpublished reports of data from any clinical investigations or nonclinical
laboratory studies involving the device or related devices and known to or that
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(M)

)

reasonably should be known to the applicant.(ii) Reports in the scientific
literature concerning the device and known to or that reasonably should be
known to the applicant. If, after reviewing the summary and bibliography,
FDA concludes that the agency needs a copy of the unpublished or published
reports, FDA will notify the applicant that copies of such reports shall be
submitted.(3) Identify changes made pursuant to an exception or alternative
granted under 801.128 or 809.11 of this chapter.(4) Identify each device
identifier currently in use for the device, and each device identifier for the
device that has been discontinued since the previous periodic report. It is not
necessary to identify any device identifier discontinued prior to December 23,
2013.

21 C.F.R. 820.65- Each manufacturer of a device that is intended for surgical
implant into the body or to support or sustain life and whose failure to perform
when properly used in accordance with instructions for use provided in the
labeling can be reasonably expected to result in a significant injury to the user
shall establish and maintain procedures for identifying with a control number
each unit, lot, or batch of finished devices and where appropriate components.
The procedures shall facilitate corrective action. Such identification shall be
documented in the DHR.

21 C.F.R. 822-Post market surveillance- This part implements section 522 of
the Federal Food, Drug, and Cosmetic Act (the act) by providing procedures
and requirements for postmarket surveillance of class II and class III devices
that meet any of the following criteria:(a) Failure of the device would be
reasonably likely to have serious adverse health consequences;(b) The device
is intended to be implanted in the human body for more than 1 year;... The
purpose of this part is to implement our postmarket surveillance authority to
maximize the likelihood that postmarket surveillance plans will result in the
collection of useful data. These data can reveal unforeseen adverse events, the
actual rate of anticipated adverse events, or other information necessary to
protect the public health.

(k) 21 C.F.R. 820.100(a) 6 -7- Corrective and Preventive Action-(a) Each

manufacturer shall establish and maintain procedures for implementing
corrective and preventive action. The procedures shall include requirements
for:(1) Analyzing processes, work operations, concessions, quality audit
reports, quality records, service records, complaints, returned product, and
other sources of quality data to identify existing and potential causes of
nonconforming product, or other quality problems. Appropriate statistical
methodology shall be employed where necessary to detect recurring quality
problems;(2) Investigating the cause of nonconformities relating to product,
processes, and the quality system;(3) Identifying the action(s) needed to correct
and prevent recurrence of nonconforming product and other quality
problems;(4) Verifying or validating the corrective and preventive action to
ensure that such action is effective and does not adversely affect the finished
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device;(5) Implementing and recording changes in methods and procedures
needed to correct and prevent identified quality problems;(6) Ensuring that
information related to quality problems or nonconforming product is
disseminated to those directly responsible for assuring the quality of such
product or the prevention of such problems; and(7) Submitting relevant
information on identified quality problems, as well as corrective and preventive
actions, for management review.(b) All activities required under this section,
and their results, shall be documented.

21 C.F.R. 820.70(e)(h) (a) General. Each manufacturer shall develop, conduct,
control, and monitor production processes to ensure that a device conforms to
its specifications. Where deviations from device specifications could occur as a
result of the manufacturing process, the manufacturer shall establish and
maintain process control procedures that describe any process controls
necessary to ensure conformance to specifications. Where process controls are
needed they shall include:(1) Documented instructions, standard operating
procedures (SOP's), and methods that define and control the manner of
production;(2) Monitoring and control of process parameters and component
and device characteristics during production;(3) Compliance with specified
reference standards or codes;(4) The approval of processes and process
equipment; and(5) Criteria for workmanship which shall be expressed in
documented standards or by means of identified and approved representative
samples.(b) Production and process changes. Each manufacturer shall
establish and maintain procedures for changes to a specification, method,
process, or procedure. Such changes shall be verified or where appropriate
validated according to 820.75, before implementation and these activities shall
be documented. Changes shall be approved in accordance with
820.40.(e) Contamination control. Each manufacturer shall establish and
maintain procedures to prevent contamination of equipment or product by
substances that could reasonably be expected to have an adverse effect on
product quality.(h) Manufacturing material. Where a manufacturing material
could reasonably be expected to have an adverse effect on product quality, the
manufacturer shall establish and maintain procedures for the use and removal
of such manufacturing material to ensure that it is removed or limited to an
amount that does not adversely affect the device's quality. The removal or
reduction of such manufacturing material shall be documented.

(m)21 C.F.R. 820.90-(a) Control of nonconforming product. Each manufacturer

shall establish and maintain procedures to control product that does not
conform to specified requirements. The procedures shall address the
identification, documentation, evaluation, segregation, and disposition of
nonconforming product. The evaluation of nonconformance shall include a
determination of the need for an investigation and notification of the persons or
organizations responsible for the nonconformance. The evaluation and any
investigation shall be documented.(b) Nonconformity review and
disposition. (1) Each manufacturer shall establish and maintain procedures that
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define the responsibility for review and the authority for the disposition of
nonconforming product. The procedures shall set forth the review and
disposition process. Disposition of nonconforming product shall be
documented. Documentation shall include the justification for use of
nonconforming product and the signature of the individual(s) authorizing the
use.(2) Each manufacturer shall establish and maintain procedures for rework,
to include retesting and reevaluation of the nonconforming product after
rework, to ensure that the product meets its current approved specifications.
Rework and reevaluation activities, including a determination of any adverse
effect from the rework upon the product, shall be documented in the DHR.

(n) 21 C.F.R. 820.90-(a) Each manufacturer shall establish and maintain
procedures for the control of storage areas and stock rooms for product to
prevent mixups, damage, deterioration, contamination, or other adverse effects
pending use or distribution and to ensure that no obsolete, rejected, or
deteriorated product is used or distributed. When the quality of product
deteriorates over time, it shall be stored in a manner to facilitate proper stock
rotation, and its condition shall be assessed as appropriate.(b) Each
manufacturer shall establish and maintain procedures that describe the methods
for authorizing receipt from and dispatch to storage areas and stock rooms.

(0) 21 C.F.R. 820.180- All records required by this part shall be maintained at the
manufacturing establishment or other location that is reasonably accessible to
responsible officials of the manufacturer and to employees of FDA designated
to perform inspections. Such records, including those not stored at the
inspected establishment, shall be made readily available for review and
copying by FDA employee(s). Such records shall be legible and shall be stored
to minimize deterioration and to prevent loss. Those records stored in
automated data processing systems shall be backed up.

(p) 21 C.F.R. 820.198-(a) Each manufacturer shall maintain complaint files. Each
manufacturer shall establish and maintain procedures for receiving, reviewing,
and evaluating complaints by a formally designated unit. Such procedures shall
ensure that:(1) All complaints are processed in a uniform and timely
manner;(2) Oral complaints are documented upon receipt; and(3) Complaints
are evaluated to determine whether the complaint represents an event which is
required to be reported to FDA under part 803 of this chapter, Medical Device
Reporting.(b) Each manufacturer shall review and evaluate all complaints to
determine whether an investigation is necessary. When no investigation is
made, the manufacturer shall maintain a record that includes the reason no
investigation was made and the name of the individual responsible for the
decision not to investigate.(c) Any complaint involving the possible failure of a
device, labeling, or packaging to meet any of its specifications shall be
reviewed, evaluated, and investigated, unless such investigation has already
been performed for a similar complaint and another investigation is not
necessary.(d) Any complaint that represents an event which must be reported
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to FDA under part 803 of this chapter shall be promptly reviewed, evaluated,
and investigated by a designated individual(s) and shall be maintained in a
separate portion of the complaint files or otherwise clearly identified. In
addition to the information required by 820.198(e), records of investigation
under this paragraph shall include a determination of:(1) Whether the device
failed to meet specifications;(2) Whether the device was being used for
treatment or diagnosis; and(3) The relationship, if any, of the device to the
reported incident or adverse event.(e¢) When an investigation is made under this
section, a record of the investigation shall be maintained by the formally
designated unit identified in paragraph (a) of this section. The record of
investigation shall include:(1) The name of the device;(2) The date the
complaint was received;(3) Any unique device identifier (UDI) or universal
product code (UPC), and any other device identification(s) and control
number(s) used;(4) The name, address, and phone number of the
complainant;(5) The nature and details of the complaint;(6) The dates and
results of the investigation;(7) Any corrective action taken; and(8) Any reply to
the complainant.(f) When the manufacturer's formally designated complaint
unit is located at a site separate from the manufacturing establishment, the
investigated complaint(s) and the record(s) of investigation shall be reasonably
accessible to the manufacturing establishment.(g) If a manufacturer's formally
designated complaint unit is located outside of the United States, records
required by this section shall be reasonably accessible in the United States at
either:(1) A location in the United States where the manufacturer's records are
regularly kept; or(2) The location of the initial distributor.

() 21 C.F.R. 820.30 - Each manufacturer of any class III or class II device, and

1)

(s)

®

the class I devices listed in paragraph (a)(2) of this section, shall establish and
maintain procedures to control the design of the device in order to ensure that
specified design requirements are met.

21 U.S.C. 352(q)(1) and 21 U.S.C. 331(a)- A drug or device shall be deemed to
be misbranded...If its labeling is false or misleading. The following acts and
the causing thereof are prohibited: the introduction or delivery for introduction
into interstate commerce...any device that is adulterated or misbranded.

21 U.S.C. 351(a) (h)- A drug or device shall deemed to be adulterated...if it
has been prepared, packed, or held under insanitary conditions whereby it may
have been contaminated with filth....or its manufacturing, processing, packing,
or holding do not conform with current good manufacturing practice...if
is...not in conformity with ...an applicable condition prescribed by an order.

21 U.S.C. 352 (q) (r)- Restricted devices using false or misleading advertising
or used in violation of regulations- In the case of any restricted device
distributed or offered for sale in any State, if (1) its advertising is false or
misleading in any particular, or (2) it is sold, distributed, or used in violation of
regulations prescribed under section 360j(e) of this title. Restricted devices
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162.

not carrying requisite accompanying statements in advertisements and other
descriptive printed matter. In the case of any restricted device distributed or
offered for sale in any State, unless the manufacturer, packer, or distributor
thereof includes in all advertisements and other descriptive printed matter
issued or caused to be issued by the manufacturer, packer, or distributor with
respect to that device (1) a true statement of the device's established name as
defined in subsection (e) of this section, printed prominently and in type at
least half as large as that used for any trade or brand name thereof, and (2) a
brief statement of the intended uses of the device and relevant warnings,
precautions, side effects, and contraindications and, in the case of specific
devices made subject to a finding by the Secretary after notice and opportunity
for comment that such action is necessary to protect the public health, a full
description of the components of such device or the formula showing
quantitatively each ingredient of such device to the extent required in
regulations which shall be issued by the Secretary after an opportunity for a
hearing.

(u) FDA requirement in CPMA order- “Within 10 days after Defendant receives
knowledge of any adverse reaction to report the matter to the FDA.”

(v) FDA requirement in CPMA order- “Report to the FDA under the MDR
whenever it receives information from any source that reasonably suggests that
the device may have caused or contributed to a serious injury.”

(W)FDA requirement in CPMA order- Report Due Dates- six month, one year,
eighteenth month, and two year reports.

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

(y) FDA requirement in CPMA order- Warranties are truthful, accurate, and not
misleading.

(z) FDA requirement in CPMA order- Warranties are consistent with applicable
Federal and State law.

Defendants breached these duties by not complying with its CPMA or Federal

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

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

(c) Defendants failed to notice the FDA of several adverse reactions and actively
concealed the same. Defendant failed to report 8 perforations which occurred
as a result of Essure and was cited for the same by the FDA via Form 483.'4
See Investigative Report attached as Exhibit “C.”

(d) Defendants failed to report to the FDA information it received that reasonably
suggested that the device may have caused or contributed to a serious injury
concealing the injuries. Again, Defendants failed to report 8 perforations as
adverse events which occurred as a result of Essure to the FDA as evidenced in
Form 483. See Investigative Report attached as Exhibit “C.”

(e) Defendants failed to notice the FDA of their internal excel file containing
16,047 entries of complaints. See Exhibit “E.”

(f) Defendants excluded the risk assessment for safety of loose coils in its Risk
Management Plan and stated that Defendants had violated the FDCCA. Id.

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

(h) failing to use pre-sterile and post-sterile cages; See Exhibit “D.”
(1) manufacturing Essure at an unlicensed facility; See Exhibit “D.”

(j) manufacturing Essure for three years without a license to do so. See Exhibit
“D' y”

(k) Not reporting ... complaints in which their product migrated; See Exhibit “E.”

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

(m)Failing to document CAPA activities for a supplier corrective action; See
Exhibit “E.”

(n) On January 6, 2011, the FDA issued a violation to Defendant for the following;:
“An MDR report was not submitted within 30 days of receiving or otherwise
becoming aware of information that reasonably suggests that a marketed

14 Form 483 is issued to firm management at the conclusion of inspection when an FDA investigator has observed
any conditions that violate the FD&C Act rendering the device “adulterated.”
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device may have caused or contributed to a death or serious injury if the
malfunction were to recur.” See Exhibit “F.” Form 483/Violation form issued
by Timothy Grome on January 6, 2011. These failures included incidents
regarding perforation of bowels, Essure coils breaking into pieces, and Essure
coils migrating out of the fallopian tubes. Defendants were issued these
violations for dates of incidents 9/1/10. 10/26/10, 5/11/10, 10/5/10, 10/1/10,
11/5/10, 11/16/10, and 11/3/10.

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

Id.

(p) On January 6, 2011, Defendants were cited for their risk analysis of Essure

being incomplete. Specifically, the FDA found that the Design Failure Modes
Effects Analysis for Essure didn’t include as a potential failure mode or effect,
location of the micro-insert coil in the peritoneal cavity. See Exhibit “F.” Form
483/Violation form issued by Timothy Grome on January 6, 2011.

(q) On January 6, 2011, Defendants were cited for not documenting Corrective and

@

()

®

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

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

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

Defendants failed to disclose to Plaintiff and her Implanting physician the fact
that it Defendants altered medical records to reflect less pain then was being
reported during the clinical studies for Essure and changed the birth dates of
others to obtain certain age requirements that were needed to go through the
PMA process.
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163. Had Defendants disclosed such information as was required by its CPMA and
Federal law to Plaintiffs or their Implanting Physicians, Plaintiffs would never had Essure
implanted.

164. At all times referenced herein, Defendants and each of them were acting as agents
and employees of each of the other defendants and were acting within the scope, purpose and
authority of that agency and employment and with full knowledge, permission and consent of
each other Defendant.

165. As a result of Defendants’ negligence, breaches of warranty, fraud, and unfair
trade practices, individually, jointly, and severally, Plaintiffs sustained the injuries noted above.

166. As a result of Defendants’ negligence, breaches of warranty, fraud, and unfair
trade practices, individually, jointly, and severally, Plaintiffs had to undergo numerous surgical
procedures, diagnostic procedures, and may have to undergo surgeries, diagnostic testing,
treatment and rehabilitation into the indefinite future.

167. As a result of Defendants’ negligence, breaches of warranty, fraud, and unfair
trade practices, individually, jointly, and severally, Plaintiffs sustained significant pain and
suffering, both physical and mental, and will continue to do so into the indefinite future.

168. Plaintiffs have been forced to expend significant sums of money for treatment of
the multitude of surgeries, testing, medicine, therapies along with related expenses, all to their
significant financial detriment and loss, and they may have to endure significant financial
expenditures into the foreseeable future.

169. Plaintiffs have suffered a significant decrease in her ability to earn money in the

future, as well as a significant loss of earning capacity.
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WHEREFORE, for the above reasons, Plaintiffs demand judgment in their favor and against the

Defendants for an amount in excess of $75,000.00 each, compensatory, punitive damages,

incidental, consequential, including pain and suffering which was a foreseeable consequential

damages, delay damages, attorney’s fees and costs of suit in an amount to be determined upon

the trial of this matter.

DEMAND FOR JURY TRIAL

Plaintiff demand a jury trial with regards to all claims.

DATED this __® day of April 2016

Respectfully submitted,

MCELDREW LAW
Counsel for Plaintiff
123 South Broad Street,
Suite 1920
Philadelphia, PA 19109

Phone:
Facsimile:
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(215) 545-8800
(215) 545-8805

AW,
{ McEldrew, 111, Esquire

Thomas A. Dinan, Esquire

Atty ID # 91344

123 South Broad Street, Suite 1920
Philadelphia, PA 19109

(215) 545-8800
jim@mceldrewlaw.com
tdinan@mceldrewlaw.com
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SERVICE LIST

Registered Agents:

Bayer Corp.
100 Bayer Road, Bld. 4
Pittsburgh, PA 15205

Bayer Healthcare, LLC
Corporation Service Co.

2711 Centerville Road Suite 400
Wilmington, DE 19808

Bayer Healthcare Pharmaceuticals, LLC
Corporation Service Co.

2711 Centerville Road Suite 400
Wilmington, DE 19808

Bayer Essure, Inc.

Corporation Service Co.

2711 Centerville Road Suite 400
Wilmington, DE 19808

Bayer AG

Werk Leverkusen
51368 Leverkusen, Germany
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Post-Approval Studies
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STATE OF CALIFORNIA HEALTH AND KUMAN SERVICES AGENCY
DEPARTMENT OF PUBLIC HEALTH
FOOD AND DRUG BRANCH .
Medical Device Safety & Youth Tabacca Enforcement Section -
Medical Davice Safaty Unk /
INVESTIGATIVE REPORT
inspection Datafs): 1242014
Firm Name: Concaptus, inc. DBA: N/A
Streat Address: 331 East Evelyn Avenus Cty: Mountain View 2Zip Code: 94041
Interviewed/Title:  Henry Bishop Phone®  650-082-4000
" cerresnnag Juallty Manager et erareebtnnns
INSPECTIONTYPE [] New License [[] New Lic Relnsp Renewal [JReinsp [Jcompleint [] Recalt
D4°m":| i . d 'y A - & o hd
LICENSE INFORMATION HMDR Ucense #: Exp Date: FOACFN®:
Othar FDB Lic/Reg #: £4 Device #: 45138  [OJorg® O rere:
RISCUSSION

The firm, Conceplus Inc., has malntained a medical devica manufacturing ficense, 45136, sinca 2008. The fim
manufaclures a Class ! medical device, spacifically, the Essure System for permanent blith controf in women. The
current ingpection was conducted as a renewal inspection pursuant tg HSC 111635(b). Said section states that the
DOepartment shall Inspact each placs of buainess ficensed under Section 111615 once every two years.

Upon Initiation of the Inspection, credentials were presented to Tarhan Kayihan, Sr Regutatoty Quality Engineer, and
Henry Bishop, Quality Manager. Mr. Bishop stated that the US FDA had conducted a 15-day, For Cause, inspection
in Oecember 2010. Bacause this recent ingpection thoraughly reviswed all aspects of the firm's quality system, the
currant inapection was limited to the four observations included on the FDA 483 (napectional Observaﬂons‘
and the firm’s response to the cbservations.

Thy FOA's inspection was conducted In response to a discrepancy notad during an inspection of the firm's caoniract
manufacturer SEIEIINR. (ccated In NpEETENEAD. dhad baen found to have erroneously used non-
conforming material in a validation protocaol without adequitely documenting the disposition of the material, The FDA

'tg:‘? inspectad Conceptus to determine if the non-confarming material was properdy quarantined at the Mountain View
ity.

The FDA inspaction did not note any deficiencles with regard tha fim's handiing of non-conforming matesial but
issued an observation to the firm for falling to adequately documant the situation in a separate CAPA. The firm
corrected this discrepancy prior to tha close of the Inspaction.

The additional three observations noted on the 483 were all related to a singla Issue. Specifically, the investigabor
observed that the firm had not propary avaluatad eight complaints of peritoneal perforation for reporting to the FDA as

an adverse avent. Also, the firm's rigk analysis did not Include an evaluation of tha risk associated with perforation of
the peritaneal cavily.

The firm submitted a response to the FDA (Exhibit B) on January 20, 2011, disputing the validity of the abservations.
regarding the reporting of complaints for peritoneal perforation. The firm ciaims that this condition is a result of the
phyaiciana misuse of the davice or an emar during insertion and not a faliure of the device to parform as Intanded.
The FOA has not yet responded to the firm's submissian,

The FDA inspeclion covered all othar areas of the firm's quality system. No other observations were noted.

EXHIBIT

i _C
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The firm was cooperative In providing all requested documents and information. It was explained to the firn that the
results of the discussion with FDA regarding the disputed cbservations would be reviawed at the next ranews!

inspection

RECOMMENDATION
No further action is indicated.

b - NPT " - i 44 b adird ShE & B bl Py bl

Investigator's Nsme: Lana Widmasn Sadge No. 138
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& X Aot ) r4 e
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lnvestigator's Signature: %ﬁ é&:& R Repart Date: Xzy’ f/4

Supervisor's Reviewl(:ommanw:/ .
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Conceptus, Inc. Page 1
331 East Evelyn Ave, Inspection Date: June 10-11, 2008
Mountain View, CA 94041 LCN: 45136
(650) 962-4000

NARRATIVE REFPORT
SUMMARY OF FINDINGS

The firm, Conceptus Inc., applicd for a device manufacturing license and was assigned pending
license number 45136. The firm is a manufacturer of an implantable Class 11T medical device,
specifically the Essure System for Permanent Birth Control.

A two item Notice of Violation (NOV) was issued during the pre-license inspection by the
California Department of Public Health for failure to obtain a valid license from the department
prior to manufacturing and distributing medical devices and failure to maintain the procedure
Inventory Transfer. The violations were adequately corrected by June 11, 2008.

Recommendations: It was recommended that the device manufacturing license be issued for
Conceptus, Inc. located at 331 East Evelyn Avenue, Mountain View, CA 94041,

INSPECTION OVERVIEW
Inspection date: This inspection was conducted on June 10-11, 2008.

Purpose: The inspection was conducted in response to a Medical Device License Application
dated 12/05/05 and signed by Edward Sinclair, The inspection was pursuant to HSC 111635 that
states “Prior to issuing a license required by Section 111613, the department shall inspect each
place of business.” This was a relocation inspection, the prior location at 1021 Howard Avenue
in San Carlos, CA (license #62105) was licensed with department from1994 to 2005.

Scope of Inspection: The Quality System Inspection Technique (QSIT) was used as guidance for
this inspection focusing on Management Controls, Design Controls, Corrective and Preventive
Actions, and Production and Process Controls.

Type of fiom/Products: The firm was a corporation registered with the FDA, #2951250, and
their Class III Essure System for Permanent Birth Control was listed. They held the following
PMA:

s P020014, Essure System for Permanent Birth Control on November 4, 2002.

Supplement 18, the most recent PMA supplement submitted by Conceptus had been
acknowledged on 05/22/08 by the FDA. In #18, the firm was seeking approval to terminate their
post-approval study early. They reportedly had demonstrated adequate bilateral placement
success for the Essure device, and did not feel adding more patients to the study would be
beneficial,

The device was & micro-insert coil intertwined with PET fibers attached to a delivery system
(introducer, delivery catheter, delivery wire). A doctor placed the coil at the uterine-fallopian

California Department of Public Health ¢
Medical Device Safaty Section
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Conceptus, Inc. Page 2
331 East Evalyn Ave. Inspection Date: June 10-11, 2008
Mountain View, CA 94041 LCN: 45136
(650) 962-4000

devices, so the doctor would place a coil at both uterine-fallopian tube junctions. Qver the weeks
following the implants, a natural barrier form should form around the insert. Three months
following the procedure, the patient would undergo a xray to determine the barrier had
effectively formed. The device was single use and sterile with a shelf-life of 24 months.

Owner

The corporation was founded in the 1990’s to help facilitate pregnancy. The original device did
not go to market and now they manufacture a birth control device. Conceptus produced between
4,000 to 5,000 Essure kits per month, and distributed them domestically, in Canada, Australia,
and the European Union.

The President and CEO Mark Sieczkarck was ths most responsible person on site. See Exhibit
A for the finn’s organizational chart. The company had boen at this site since December 2005,
and it occupied approximately 50,000 square feet. See [N for the facility’s floor plan.
Conceptus had approximately 230 employees, mostly in sales, while 100 employees worked at
this fucility. They perform research and development, complaints, CAPAs and distribution
functions at this site. Assembling, packaging and labeling were contracted out.

Individual(s) Contacted During the [nspection: Edward Sinclair was no longer with the
company. The inspection contact was Henry Bishop, Quality Manager. He was cooperative in
scheduling and providing documents during the inspection. Others participating in the
inspection included:

Edward Yu, Director of Clinical Research and Regulatory Affairs
Tarhan Kayihan, Regulatory Compliance Engineer

Rob McCarthy, Director of Operations

Rachelie Acuna-Narvaez, Regulatory Affairs Assaciate

Shakil Ahmed, Senior Product Surveillance Engineer

Rich Suggs, Logistics Manager

Charan Singh, Associate Quality Engineer

Mark Pfirrman, Senior Quality Engineer

Murray Margone, Facilities Manager

Harpreet Singh, Senior Quality Engineer

All correspondence should be sent to:

Edward Yu

Director of Clinical Research and Regulatory Affairs
331 East Evelyn Ave

Mountain View, CA 94041

Previous licensing/inspection background: The firm was inspected by the department in 1994 at
its former location. They were last inspected by FDA September 21-22, 2005 with no report of

observations (483) issued.

California Department of Public Heslth Food and Drug Branch
Medical Device Safoty Section
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Conceptus, [nc. Page 3

331 East Evelyn Ave. Inspection Date: June 10-11, 2008
Mountain View, CA 94041 LCN: 45136
(650) 9624000

National Standards Authority of Ireland (NSAI) had certified their quality system. They have
CE Mark from NSAIL

AREAS INSPECTED/NONCONFORMANCY DISCUSSION
ana t Controls

The firm had established and implemented procedures for this system. Henry Bishop had been
appointed the firm's management representative. The following documents were reviewed and
appeared adequate:

Management Review, SOP 01104 Rev. N

Management Review Attendance and Agenda dated 10/17/06 and 11/09/07
Internal Audit, SOP 00415 Rev. Z

6/2/08-6/6/08 Audit Summary

Employee Training, SOP 00404

Sample of four employee training records

No deficiencies were noted.
Design Controls _
Design Controls were not a large fncus ofthis inspection. Thé firm had established and
implemented procedures for this system. The following were reviewed:
s Product Development Process, SOP 00799 Rev.R
Risk Analysis, SOP 1830 Rev. H

-
o Annual sterilization validation, VR-2982 Rev. O, dated 7/20/07-7/23/07
s Design FMEA for ESS305 dated 01/05/07

No deficiencies were noted.

Corrective and Preventative Actions (CAPA)

The firm had established procedure and forms for this system. The following were reviewed and
appeared adequate:

Corrective & Preventive Action, SOP 00935 Rev. R

Product Return, Complaint Handling and Reporting, SOP 1630 Rev. W

Product Recall, SOP 01045 Rev. H

Material Identification and Traceability Policy, SOP 3093 Rev. A

CAPA, complaint, MDR logs

e & & & °

California Department of Bublic Health Foodiand Drug Branch
Medical Device Safaty Section
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Canceptus, Ine. Paged
331 Bast Evelyo Ave. Inspection Date: June 10-11, 2008
Mouuntain View, CA 94041 LCN: 45136
(650) 9624000 Coccecive QL

i 0¥
The firm had 1,587 complaints since the beginning of 2008, 15 CAPAS smce 2006, and 12
MDRs since 2007. They’ve had no recalls. A sample of CAPAs, MDRs and complaints were
reviewed. All appeared well documented, investigated to root cause, and adequately trended.

No deficiencies were noted, but better documentation of CAPA verification and validation
activities for ease of explanation was discussed with the firm.

Production and Process Controls

Conceptus used a contract manufacturer for assembly of the Essure device. R&D, complaints
and CAPAsS, and distribution were the only in-house functions. A tour of the facility was
conducted and the following were reviewed:

Good Documentation Practices, SOP 00370 Rev. G

Engineering Change Order Procedure, SOP 00399 Rev. G

Essure Demo Assembly, R2688

Deployment and Release of Micro-Insert Test, R2621

Essure Delivery System Tensile Test Method, R2685

Demo Packaging, R1882

Sterile Load Control, SOP 01026 Rev. T

Line Clearance, SOP 00922 Rev.K

Incoming Inspection, SOP 00384, Rev. W

Nonconforming Material Review, SOP 00383 Rev. V

Supplier Selection, Approval end Monitoring, SOP 00739 rev. V

Approved Supplier List

Supplier files: NS and

QN Supplier Agreement (Sce Exhibit C)

Environmental Monitoring of the Controlled Environment Room, SOP 00928, Rev AD
CER testing dated 03/11/08 and 09/17/07 (CER was not used in production/R&D only)
Calibration Procedure, SOP 00379 Rev. 8

Calibration log and two equipment files

Supplicr (REGENNNNNNNERY 2sscmbled the devices and shipped the devices to YN in

shipped the sterilized devices to Conceptus. Conceptus reviewed
the products ct.ruﬁcauons and performed incoming inspection on a sample of kits (AQL of L.0),
and then shipped accepted materials. The firm estimated that by December 2008,
will ship only the sample devices to Conceptus for inspection and send the devices to Rl in
. WD would distribute the devices following Conceptus's approval of the lot
based on the samples they received.

® & & » & 8 0 & & 6 ¢ 0 ¢ 2 O P

No deficiencies were noted in the above,

One violation was noted for Inventory Transfer, SOP 00454 Rev. Y (See Exhibit D) because it
was the procedure from their old facility and was not the procedure being used at the current
facility. The firm provided adequate corrections on June 11, 2008 (See Exhibit E).

California Department of Public Health Food and Drug Branch
Medical Device Safety Section

M
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Conceptus, Inc. : Page 5
331 East Evelyn Ave. Inspection Date: June 16-11,2008
Mountaln View, CA 94041 LCN: 43136
(650) 962-4000

ATTACHMENTS

A. Notice of Violation dated June 11,2008

EXHIBITS

IR
e ———

UZEKJLKAJ;( -
Christine Rodrigucz
Food & Drug Investigator
Medical Device Safety Unit
Food and Drug Branch

moow>

California Departrnent of Public Health Fond med Nence Mane-t
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\ 4 e
olishment Inspection Report FEL 1000221357
aceptus, Inc. EIX Start: 05/30/2013
Mountain View, CA 92021.1530 El End: 06/26/2013
SUMNMARY

[ initiated this inspection of 2 manufacturer of a type 3 permanent implantable contract:ptive device
conducted in accordance with FACTS Assienment 8676539 as part of SAN-DO’s FY °13 workplan
for medical devices. I coaducted this inspectioa pursuant to CP 7382.845 under PACs 82845A and
81011. '

Previous inspection on Deac. 2010 to Jan 2011, covered Corrective and Preventive Actions (CAPA)

and Management Controls. That inspection found that the firm was not reporting as MDRs

complaints in which their product migrated from the fallopian tube into the peritoneal cavity, the

firm did not consider these complaints in their risk analysis for the design of their product, and the
firm failed to document CAPA activities for a supplier corrective action. That inspection was
classified VAL

Conceptus, Inc.
Inspécted firm:
Location: 331 E Evelyn Ave .
Mourntain View, CA 94041-1530
Phone: 630-962-4000
FAX: (650)691-4729
Mailing address: 331 E Evelyn Ave

Mountain View, CA 94041-1530

Dates of inspection:  $/30/2013, 5/31/2013, 6/3/2013, 6/4/2013, 6/5/2013, 6/6/2013,
6712013, 6/102013, 6/11/2013, 6/12/2013, 6/13/2013, 6/17/2013,

67252013, 6/26/2013
Days in the facility: 14
Participants: Timothy C. Grome, Investigator

On May 22, 2013 I pre-announced the inspection to Hearv V. Bishop, Quality Manager. On May 30
2013, I showed my credeasals to and issusd an FDA 482 (Notice of Inspection) to D. Keith ,
Grossmanr, President & CEO. According to his admission and that of all of the firm officials present
at the opening meetirg was the most responsible person in charge at the start of the inspection,

D}u'in_g the current inspection Conceptus, Inc. was acquired by Bayer Healthcare Pharmaceutical
Dmsmn.. At the close of the inspection Mr. Grossmann was a consultant contracted by Bayer. The
most senior managemert official on-site by the close of the inspection was Joseph G. Sharpe, .
Executive Vice Presidert. This was by the admission of Mr. Sharpe, and M. Bishop. Also gt the

close of this jon t : Lo ‘ 4
ot ;d tg:;sec'non tbe firm was preparing to move their headquarters over the first week of July

1of3 . EXHIBIT
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olishment Inspection Report

FEL 1000221357
noepres, Inc. EI Start: 05/30/2013
AMommtein View, CA 94041-1530 EI End: 06/26/2013

Josepa G. Sharpe, Executive Vice President
1101 McCarthy Blvd.
Miprtas, CA 93035

Cureat Inspection on July 9 to 11, 2008 covered CAPA and Design Controls, and reporting of
MDRs.

I asked frm officials if Conceptus, Inc. has had any recalis or field corrections since January 2011.
Hexry V. Bishop, Quality Manager, told me that there have been no recalls or field corrections in the
rast two vears:

T reviewed the firm’s procedures for complaints:

Product Returns, Complaints Handling and Reporting SOP-1630 Rev. AE (7/29/11)
MDR Processing W1-03306 Rev. F (8/16/12)

Trequestad for a complete list of complaints since January 2011. Mr. Bishop provided me with a
CD-ROM with an Excel file that contained 16,047 entries for complaints. He also provided me with
a list of MDRs. 1 requested and reviewed 11 random complaint forms (Binomial Staged Sampling
Plz, Cocofidence Limit 0.95 =< 0.25 ucl). I requested and reviewed an additional 18 complaint
fomms. The additional complaint forms that I reviewed contained the keywords, “peritoneal™ or
andominal” cavity with “pain”, or pregnancy. All of the complaints in which one or more coils were
imaged outside of the fallopian tubes, had documentation that the patient was not -at last contact —
exreriencing pain. As such those complaints were not rcported as MDRs. -

The pregnancy complairts that I looked at were the ones in which the paticnt chose to continue the
pr:g;::xn::y. I asked Henry V. Bishop, Quality Manager, if tbg firm: has data on the outcomes of
presnancies that bad ocourred after Essure placement. He said that there was no data ooml?xled but
223 the firm compile data for me (Exhibit £1). This graph was compiled from 132 complaints
perwesr January 5011 and March 2013. Three of the categories are for the patient plan at time of last
cozract by Conceptus: “Plan for live birth™, “plan for mcdical termination”, and “undec'ided”. Three
ot c'*..re'gcri:-s were for knmown outcome of the pregnancy: “Medical termination”, “mis

cartiage”,
and “Live birth (Bealthy; uncomplicated)™. I searched for “miscarriage™ with “migration” of coil or
“coil in urerus” and found no results.

I followed up on 3 FDA Consumer Complaints for Conceptus, Inc. These complaints were entered

into the firm's datz base from MAUDE. These complaints were assessed per the firm’s complaint
kzrdling procedures.

20f3
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plishment Inspection Report

FEL 1000221357
nceptus, Inc. EI Start: - 05/30/2013
Mountain View, CA 94041-1530 EI End: 06/26/2013

I reviewed the firm's procedure for Corrective and Preventive Action, Corrective and Preventive
Actions SOP-00935 Rev. U (9/22/10); I reviewcd the list of all CAPAS since January 2011. From
this list I sclected 11 random CAPAs (Binomial Staged Sampling Plan, Confidence Limit 0.95 =<
0.25 ucl). Four of these CAPAs were the CAPAs openced in response fo the observations of the
previous inspection. The current inspection found no objectionable conditions with CAPA system

Since the previous inspection Conceptus, Inc. has had no completed new full product designs. For
design control review I chose the design for the(b) (4) (b) (4)  This product is currently between
(b) (4) stages. I reviewed the following design procedures: Product Development
Process SOP-00799 Rev. V. I reviewed the design history file DHE(b)-(4) initiated on(b)(4) - The _
new design(b) (4) T i i o T b
(b) (4) isaproductof(b) (4) = .. lreviewed customer needs, specifications,
and (b) (4) tests. [ also reviewed the Risk Management Plan(b) (4) = (Exhibit #2).
Since the previous inspection the former Chief Executive Officer and President, Mark M. Sieczkerak

was replaced with D. Keith Grossmann (Exhibit #3). By the close of the inspection Conceptus, Inc.
was purchased by Bayer Healthcare Pharmaceutical Division, Mr. Grossmann was a consultant.

At the close out mecting on June 26, 2013, I discussed with firn management present the exclusion
of risk assessment for safety of loose coils inside the peritoncal cavity in Risk Management Plan
(b) (4) . This was one of the observations from the previous inspection. Henry V.
Bishop, Quality Manager, told me that the FMEA docs have perforation (Exhibit #2, pages I and 2)
and expulsion (Exhibit #2, page S). All of the observations from the previous inspeczion had been
corrected. | warned fim officials present at the close~out meeting that no even though I was not
issuing an FDA 483, that does not mean that there could be, at their firm, conditions which may be
objectionable. I warned of penalties for violation of the Food, Drug, and Cosmetic Act.

EXHIBITS COLLECTED

1. Prcgnancy Report Data
2. (b) (4) Design FMEA for(b) (4) (14 pages)
3. Organization Chart for Conceptus, Inc. Senior Management Team

ATTACHMENTS

1. FDA 482 (Notice of Inspection)

- Grome, Investigator
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' DETARTMENT OF HEALTH AND HUMANSHRVICES
FOUD AND BRUG ADMIISTRATION

TS AR T CTaRE RaeR ARG I RSTIN

1431 Harbor Bay Parkway 12/08/2020 - 01/06/2011*
Alameda, CA 54502-7070 wERliER

(510} 337-6700 Fax: (510} 337-6702 1000221357

Indust_éy Information: www.fda.gov/oc/industry

R A TRV URL Y0 VPTT33 R O VG

TO0: Maxk M. Sieczkarek, President and CEO
PR FRET KOGRESS

Conceptus, Inc. 331 E.Evelyn Ave.

Mountain View, CA 94041 Medical Device Manufacturex

This document lists observations mude by the FDA representative(s) duting the Inspection of your ficility. They are inspectional
abscevations, and do not represent u (inal Agency determination ragarding your complionce. {you bave an objection regarding an
chservation, or have implementetd, or plen to implément, correclive action in resgonse (o an observatian, you may discuss the objection or
netion with the FDA ropresentutive(s) durin s Inspecton or sabmit this information fo FDA at the address above. If you have any
questions, ploase contact FOA at the phoae number and nddress above.

Tha observations uoted it this Farm FDA-483 ore not an exhaustive listing of abjectionable conditions. Under the law, your
Jirm (s responsibla for conducting Internal self-audlts to identify and correct any and all violations of the quafity systex
requlrements, . :

DURING AN INSPECTION OF YOUR FIRM | OBSERVED:

OBSERVATION 1

An MDR repoct was not submitted within 30 duys of receiviog or otherwise becoming aware of information that reasonably
suggests that a marketed device may have caused or contributed to a death or serious injury.

Spectfically, the following complaints from July 12, 2010 10 Dec. 10, 2010 both report a bowel pecforation that oceuered
during the procedure to place the finw's product:

.{o {(45 1 incidont and aware date of [1/3/2010: Perfomtion frum scope; patient iaken to hospital for exploratory
faparascopy, Kesoluticn notes on 12/21/2010 states paticnt had bowei perforation with some hemorrhage, Patient had &
hysfercctomy: ’

2. 6Ty | incident and aware date of 11/16/2010: When doctor attempted to place second device, she used graspers fo
locate the ostium. She perforated the paticats bowel,

Tn both cowplaints the fem's device did not direcly cause the injury, but the procedure for use required the use of an
hysterescope and visualization of the tubal ostium. There were €1 complaints of perforation from July 12, 2019 to Dec. 10,
2010 the abave two comnpluitts wers the ealy two of the 41 that involved peribration of the bowel, The other complaints
were for urerus or falfopiun tabes.

Thare was oue complaink that was not fov a perforation but for which a CT scan showed that the insert was in two picces
with one of the picces outsids of the tube befween the uteras and the bowel: ‘ :
3. Y @Y incident date U1/05/2010, aware date E216£2010; Paticnt repocted pain immedintely following the pracedurs.
Essuce procedure dons on 11/5/10 Pecformed a CT scan which revealed device was in 2 pleces; proximal part was in
isthamal portion; distal betweon uterus and bowel.Physiclan plans faparoscoplc reinoval tomarrow und tubal ligation.

R

7

SEE REVENSE | Timothy C. Grome, Investigatox
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* BGI!'AR’(‘M ENT OF HEALTH AND RUMAN SERVICKES
FOOD AND DUHG ADMMNISIRATION

FVRIGT M RDE ATD PIORE (HTER TATB OF NAFGSrien
1431 Harhor Bay Parkway 12/08/2010 - 01/06/2011*
Alameda, CA 94502-7070 PRI
{510} 337-6700 Fax:(510) 337-6702 1000221357
Industry Informatlon: www,fda.gov/oc/industzy
TO0: Mark M. Sieczkarek, Preaident and CEQ

WiTITIT (T

Congeptus, Inc. 331 E,.Bvelyn Ave.

GV, RE. £ CaDE, BRI RTE

Mountain View, CA 94041 Medical Device Manufackurer
OBSERVATION 2

An MDR report was not submitted within 30 days of ceceiving ar otherwise hevoming aware of informntion that eeasombly
suggesls that a marketed device has malfunctioned and would be likely to cause or contribute to a death or serious injury if
the malfiinction were to recur. .

Specifically, the fiem received complaints thata perforation had accurred with the coil micro-insert being secn
radiographically outside of the Fatlopian Tube in the abdaminal cavity:

LEY) lincident and aware date 10/01/2010: perfortion 2 HSGs showed device was Jocated in the peritoneue, The
micro-insert was remeved during a faparoscopic tabat Hgation.

2.[BY (4] Jincident date 10/05/2010, aware dats 10/38/2010: Perforation; L micro-insert is in the peritancal cavity, Bssure
was placed in June 2010 paticnt is asymplomatic.

.Y Lincident date $/LL/2010, aware date 10/21/2010: Perfocation abserved on HSG. Essure procedure dooe
S/LLIL0, HEG shows device is outside the tube on the left side in the peritoneat cavity,

4. (BT (&) | incident date 10/26/2010, aware date: 10/26/2010: Perforation; on HSG micro-insert observed in the peritoneal
“cavity. :

5.[BY ) Jincident date 09/01/2010, awaro date 12/10/2010: Perforation: micrc;-insert loeated outside the be in the cul-
de-sac. Essure done on 09/01/10; ro HSG done 12/09/10. Patient is asymptomatic,
During the time periad of July 12, 2010 to January 4, 201§ (here were 45 complaints for perforation. Two for perforation of
bowel, of sl the other for perforation of the tube two (BY (4) ~ |} were reported as MDRs in one{by (47 |
the patient complained of bleeding, in the other{D} (4) | the patient underwent surgery (o remove the micro-insert. The
five complainis {isted nbove weee the other complaints involving 2 perforution o the vterus or fallopian tube in which the

micro-insert was focated in the peritoneat cavity,

OBSERVATION 3

Risk anulysis Is incomplate.”

Specitically, Design Failure Modes Effects Analysis (DFMEAY for Essuce ESS305 Document Number(b) (4 ~ Jdoes
not inélude as n patential failure mode or effeet, location of the minte-insert coil in the peritoncal cavity. Since Deceimber
2007 according to complaint database provided by the firm there have been 508 coraplaints with the subject including
pecforation, 168 of these complaints were of the subject perforation (misro-insert), and 5 were expulsion/perforation. In the
same tima perfod according to the list of Medica Device Reports, there wore 3 complaints reparted for pain/perforation, 18
complalnts for perforation and one for perforation and bleeding. In the database supplicd with a complaint deseription I found

4 complaints of perforation from July 20, 2010 to Dee, 10, 2010 in which the pero-insest coil was found on x-tay to be in
STERTET ORI
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SEE REVERSE | Timothy C. Gxomse, Inveatigatox%z <o, 01/06/2011
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DEPARTMENT OF HEALTH AND MUMAN SERVICES
FOUR AND DRUG ADMINISTRATION

ETTET {007 CAd A0 PIGHE TP CATUG OF THUPAGO0IT

1431 Harbor Bay Parkway 12/08/2010 - 01/06/2011*
Alameda, CA 94502-7070 UG,

(510) 337-6700 Fax: (510} 337-6702 1000221357
Industry Informat;on. www, £da .qgov/oc/industry

IR AR WHUM Ag iy

T0: Mark M, Sieczkarek, President and CEO
 HRA TR T AORHESS

Conceptus, Inc. 331 E.BEvelyn Ave.
TV, GTA TR 70% AR, COn TAY TROR RTARLINHEIT REPUGTED

Mountain View, CRA 94041 Medical Device Manufacturer

2007 according fo compleint database provided by the frae there have been 508 complaints with the subject iocluding
per{oration. 168 of these complaints were of the subject perforation (icro-nsert), and 5 were expulsion/perforation. In the
same time period according to the list of Medical Device Reports, there were 3 complaints reported for painfperforation, 18
complaints for perforation and one for perforation and bleeding. Tn the datahase supplied wilh a complaint desceiption I found
4 complaints of perforation from July 20, 2010 to Dex, 10, 2010 in whiclh the micro-insert coil was found on x-ray (o bs in

the peritonesl cavity.

OBSERVATION 4

Corrective and preventive action activities and/dr results have not been documented.
iment for requalification of manuficture of microinsert coil catheters produced
our firm's-engineors leamed from telephonu contversations with enginecrs
from your contract manufacturer(D)'(4) | that délivéry wires used for the test fots were taken from quarantine
without having the compoaents fully certifi ed. ‘(b) (4 vy -Your firm did not receive the canteact manuficturer's
CAPA report until 12/21/2010. That CAPA. did not mention the non-confomnty of your contract manuficturer not following
their own SOP For control of nen-conforming material. Your firm covered this deviation uades CAP4B) (3]] 10725710 apened

Specifically, after failures in Design of‘ﬁx
failing resufts on 18/3072010,4b) (4) .~ -

to document actions taken to address the detncﬁmont Bifures noted dunng lot release (b} (@) " T]ESS305 as
dacumcnted in0YE@Y .1 . .
M H oThTioN S

" 0\1 A"-u.u V] LT e emes s . U
T e - S
;o N ‘ / L

t(b),(4)"“? L e
O BSERVITIOR 2.,
Bw o g
OBSERVATHN X o )
Gy@

O RSERVA TioN &
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AMENDMENT 1__—1.
ERPLOEE SIAINE ‘ % M T
gigrzfsvgzgg Timothy ¢. Grome, Inveatligator ’ / (' 01706/2011
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DECARTMENT OF I HHALTH AND UMAN SERVICES
FOGD AL DRUG ADMINISIRATION

TS TRAT ACRTERE AT UROmE a e
1431 Harbor Bay Parkway

Alameda, CA 94502-7070
(510} 337-6700 Fax:(510) 337-6702

ST T
12/08/2010 - 01/35/2011%
- PR

1000221357

TR A T

Industyry Informabion: www.fda.gov/oe/industry
T e R T

TO0: Mark M. Bieczkarek, President and CEO

PIESS HAAS

STRET SRR

Concagt:ua, Inc.
GV, BYAYE, AP COUS, COVHTRY

Mountain View, CA 94041

331 E.Evelyn Ave.
FOE ST R TGT T

Medical Device Manufacturer

the puritoneal cavity.

.

OBSERVATION 4

from your contract manuficturer{b) ¢ (4)

without having the componcnts Rully aemt‘cd ) 271

documented in{D) (4) |

Comective and preventive action notivitics sndfor vesults have not been documeated.

Specifically, aﬂer failures in Dosign of Expeciment for tequalification of manufcture of micrainsert coll enfhicters produced
faittng results on 11/30/2010,{0Y (4} . L yaur fi firm's cgineers learned from telephone conversations with eagineers

(lmr dcllv wires used for the tese lots were taken from quarantine

Your firm did not receive the contract manuficiurer's
CAPA report until 12/2172010. That CAPA did not mention the uon-contomtity af your contract mansficturer wot following
their own SOP for control of non-conforming material. Your fitm cavered this deviation under CARH 10425110 opered
to docurent actions tuker to address the detachment failuces iated during lot release of (b) (4) . 1688305 as

*
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SEE REVERSE | Timothy C. Grome, Invegtigator . 01/06/2021
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EOIBE FDA 433 (03/08) < HRENUONS ERIIN GHSGLaTE INSPECTIONAL ORSERVATIONS PAGH } OF 4 PAGES

ek rtese. e <o



AN

Case 2:16-cv-01645-ER Document 1 Filed 04/07/16 Page 92 of 93

um ARTAIENT 03 tl&\LHIAND HUMAN SERVIQES -

: FOON AMDDIRUG ADMBUSTRATIO
TAVEET U R Co

1431 Harbor Bay Parkway 06/25/2003 -~ 07/07/2003*
¥ i

Alameda, CR 94502-707¢
{510} 337-6700 TYax: (510} 337-6702 1000224387

AT AT LB CF S RARIAL, 70 CORIW FCFGAT SRS
TO: Willlam H. Dippel, Vice President, Operations

EAR ARG TGN
Concepbng, Inc. 1021 Howard hvenue

T SO TR R RIS VAPROTE

San Carlos, CA 94070 . Medlcal Deviee Manufacturer

This documient lists observations mado by the FDA regecgantativa(s) during the Inspeetion of your heility. They are ingpectionaf
observationy, nnd da nut represent g fid Agency doterminntion reghrding your compliuncy. I you have an abjectivn regarding an
observation, or liave implementod; or plan to implontent, corrective aetion in responso & an-obseremtion, you may discuss the objegtion of
action with the FDA representative(s) during the ispection or submiit this information to FDA at the eddrass above. I yon bave any

quiestions, pleass contact FOA ot the plone nuntbier and address above.

The abservatians noted bt thix Form FIDA-83 arg nos an exhaystive listing af abjeclionable coriitions. Under the law, your
Sfirm Is respansthle for tonducting infernal solf-aviclits ta kdentify andl corraet anp and alf v)afarlanv of the quality syste

equirements.

3 . L

DURING AN INSPECTION OF YOUR FIRM | OHSERVED:

. PN P . .
L FERELA CE- P 4

’ ‘ ' R PR

‘OBSERVATIONt - . T ree e

Not all data Fom quality data sources are Analyzed 1 idéntify eilsting and potentml eausea ofnoncmformmg product aud
other quality problems.

Succitically, during s.review of{b} (4) Lot History Reports (LEIR) for the. manufacture of the Kssure Iermanant Birth
Control System, two Lot History Reconds showed sjected rawninterials ond/or subassehiblies hand-writeen on the Work
Qrder Picklist. This informmtion/ dats Mg; documantcd imPng@ 70?3 ol’ :ha QAT-zﬂS (Qunhcy Assumnce Fam) whick
is used to track and trend in-process data. < 3

I

sunples are A
LHR (B} (4) ‘shows(b) (4) Tnner/Outer Cosl Sub'lssembhos reiccted (h‘nnd~wmtm) o the Work Order Picklist, but niot

documsat on P'lgc. 20f3 of: LHR I’ssurc Steu)e 2—Dw|cn(

P g e

Frur(®) () shows(by f4) Inner/Outer Co'! subasscmbhcg rejccted (hm;d-wmlen) on the Wm’k Order Picklist, but not

-

dociment on Poge 2 o 3 of L.EIR: Dasure Stcnlo ..-Dcwcc(b) (4)

PU—

QOBSERVATION 2
Procedures were not folfowed for the control of produets that do not conform to specifications.

Specifically, your provediir, SOP-00383, "MONCONFORMING MATERIAL REVIEW®, for handling wnconﬁ)mmm

materins defines that u nouconfamuuu, materint mxdcr Section 3.0 as "(b) {4
P Xcur SQP also sta!cs that !h)s prou;duros is to be uscd

for((b‘)@) : T,

> v » w e e

A revievs of Lot History Records (LEIRS) revealed thut raw materials and sub-assemblies (i.0,, Tanee/Outer Cotl Sub-

. ARG
9EE REVERSE
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DEFARYMENT OF let}l.l'.('( AND HUMAN BERVICKS
-FOOD AN BRUG \DMIMS‘&QA’?{OR

1431 Harbor Bay Parkway 06/25/2003 — 07/07/2003*
Alameda, CA 945027070 VR

(510) 337-6700 [ax: (510} 337—6702 1000221357

ﬁmmnﬂﬁ@ m 50% i&'ﬁnimﬁ m

70: gilliam H. Dippel, Vice president, Operations
R SHE ARARES

Conceptus, Ine. 1021 Howard Avenue
TV, GTAVE, 119 SO, COUIN G TR T AEL Ry o oo

9an Carlos, CA 94070 Medical Device Manufacturer

asyemblies) were being rejected dodng manufacturing of the Basuce Penmanent Birth Control device, but no Materia! Review
Report(s) were initinted/generated for these rejects, .

e s 3

* DATES OF TNSPECTION: -
06/2512003(Wed), 06/26/2003(Thu),. OGBMOOBMW), 07/'0112003('I\|e), 07/03{2003CThu), 02/02/2003(Men)

SR el

FDA EMPLOYEE'S NAME, TITLE, AND SIGNATURE': Pt
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