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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

CASE MANAGEMENT TRACK DESIGNATION FORM

Heather Walsh D CIVIL ACTION
A V. :
Bayer Corporation _ NO.

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

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

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

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

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

(¢) 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. )
) 7 e 7/’ o // ) \7 e o
»January 26, 2015 " / /C/, A Bayer Corporation
Date Attorney-at-law Heather R. Olson, Esq.  Attorney for Defendant
(215) 851-8400 (215) 851-8383 holson@eckertseamans.com
Telephone : FAX Number E-Mail Address

(Civ. 660) 10/02
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UNITED STATES DISTRICT COURT

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: 26556 Clarkstor Drive, Bonita Springs, FL 34135

Address of Defendant: 100 Bayer Road, Pittsburgh, PA 15205

Place of Accident, Incident or Transaction:  Michigan

(Use Reverse Side For Additional Space)

Does this civil action involve a nongovernmental corporate party with any parent corporation and any publicly held corporation ownini 10% or more of its stock?

(Attach two copiés of the Disclosure Statement Form in accordance with Fed.R.Civ.P. 7.1(a)) ‘ Yes l o
Does this case involve multidistrict litigation possibilities? YesO No
RELATED CASE, IF ANY: v
Case Number: Judge . Date Terminated:

Civil cases are deemed related when yes is answered to any of the following questions:

1. Is this case related to property included in an earlier numbered suit pending or within one year previously terminated action in this court?

YesO No

2. Does this case involve the same issue of fact or grow out of the same transaction as a prior suit pending or within one year previously terminated

action in this court?
Yes No

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? Yes 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?

Yes[d No

CIVIL: (Place & 1N ONE CATEGORY ONLY)

A Federal Question Cases: B. Diversity Jurisdiction Cases:
1. O Indemnity Clontract, Marine Contract, and All Other Contracts 1. O Insurance Contract and Other Contracts
2. O FELA 2. 0 Airplane Personal Injury

3. O Jones Act-Personal Injury 3. O Assault, Defamation

4. O Antitrust 4. 0 Marine Personal Injury

5. O Patent 5. O Motor Vehicle Personal Injury

6. O Labor-Management Relations 6. 0O Other Personal Injury (Please specify)
7. © Civil Rights 7. O Products Liability

8. o 7H’a'beéSVCorpus 8. O Products Liaﬁility — Asbﬁerstors 7
9. O Securities Act(s) Cases 9. O All other Diversity Cases

10. 0 Social Security Review Cases (Please specify)

1 I.AH other Federal Question Cases

(Please specify) Plaintiff's Complaint raises substantial federal questions arising from federal statutes and regulations governing medical devices.

ARBITRATION CERTIFICATION
(Check Appropriate Category)

I, Heather Oison counsel of record do hereby certify:
Pursuant to Local Civil Rule 53.2, Section 3(c)(2), that to the best of my knowledge and belief, the damages recoverable in this civil action case exceed the sum of
$150,000.00 exclusive of interest and costs; * *based solely on Plaintiffs allegations.

O Relief other than monetary damages is sought.

g oy 2 7
’s
y 7 u
DATE: January 26, 2015 - | A L/ 92073

Atforhej-at-Law Heather R. Oison, Esquire Attorney LD #
NOTE: A trial defhovo 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. //-"7 / a T
P / ) ) ) /o P - P
ey A
DATE: January 26, 2015 / ;),‘—/"/’Z’/ - 92073
Attoffiey-at-Law Heather R. Olson, Esquire Attorney LD #

CIV. 609 (5/2012)
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IN THE UNITED STATES DISTRICT COURT
FOR THE EASTERN DISTRICT OF PENNSYLVANIA

HEATHER WALSH, )
' )

Plaintiff, )
)

VS. ) Civil Action No.

)

BAYER, CORP., )
BAYER HEALTHCARELLC., )
BAYER ESSURE, INC., )
BAYER HEALTHCARE )
PHARMACEUTICALS, INC., and )
BAYER A.G., )
)

Defendants. )

NOTICE OF REMOVAL

Defendant, Bayer Corporation (hereinafter “Defendant”), by and through its undersigned
counsel, hereby provides notice pursuant to 28 U.S.C. § 1446 of the removal of the above-
captioned case from the Court of Common Pleas of Philadelphia County, Pennsylvania to the
United States District Court for the Eastern District of Pennsylvania. The grounds for this removal
are as follows:

1. Plalnt;f:f " He;aithe{Walsh commenced thls Va’ctimilr by ﬁhng a Cérﬁplaint (ther
“Complaint™) on or about December 18, 2014 in the Court of Common Pleas of Philadelphia
County, Pennsylvania and the case was assigned to docket number 02792 of the December 2014
Term.

2. Plaintiff served copies of the Complaint and Notice to Defend on Defendant on
January 7, 2015 via process server. True and correct copies of the Complaint, Notice to Defend,

and Exhibits to the Complaint are attached hereto as Exhibit A.
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3. The Complaint also names the following additional defendants: Bayer HealthCare
Pharmaceuticals Inc.; Bayer Essure, Inc.; Bayer HealthCare, LLC; and Bayer AG (collectively,
with Defendant Bayer Corporation, the f‘Bayer Defendants”). As of the date of this Notice, upon
information and belief, none of the Bayer Defendants except Bayer Corporation have been served.
Therefore, their consent to removal is not required. See 28 U.S.C. § 1446(b)(2)(A).

4. The remaining document which has been filed in the state court action, the Affidavit
of Service on Bayer Corporation, is attached hereto as Exhibit B. A true and correct copy of the
Philadelphia Court of Common Pleas docket is attached hereto as Exhibit C.

5. Under 28 U.S.C. § 1446(b), this Notice of Removal must be filed within 30 days of
service of the Complaint and the Notice to Defend upon Defendant. Because Defendant was
served on January 7, 2015 and is filing this Notice on January 26, 2015, removal is timely.

6. The time for Defendant to answer, move, or otherwise plead with respect to the
Complaint has not yet expired.

7. Concurrent with the filing of this Notice, Defendant is serving this Notice on
Plaintiff’s counsel and filing a copy with the Office of the Prothonotary for the Court of Common
- Pleas of Philadelphia County, Pennsylvania.

8. Venue is proper in this Court pursuant to 28 U.S.C. § 118(a) and 1441(a) because
the United States District Court for the Eastern District of Pennsylvania is the federal judicial
district encompassing the Court of Common Pleas of Philadelphia County, Pennsylvania, where
this action was originally filed.

9. By filing a Notice of Removal in this matter, Defendant does not waive any of its

rights to object to service of process, the sufficiency of process, jurisdiction over the person, or
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venue, and Defendant specifically reserves its rights to assert any defenses and/or objections to
which it may be entitled.

10.  Asmore fully discussed below, this case is removable to federal court because there
is federal question jurisdiction under 28 U.S.C. § 1331.

FEDERAL QUESTION JURISDICTION

11.  Defendant incorporates by reference paragraphs 1 through 10 above herein as if
fully restated herein.

12.  Under 28 U.S.C. § 1331, the district courts “have original jurisdiction of all civil
actions arising under the Constitution, laws, or treaties of the United States.” 28 U.S.C. § 1331.

13.  Here, Plaintiff alleges various injuries as a result of her receiving a female birth
control device known as Essure® System for Permanent Birth Control (;‘Essure”). See, e.g,
Complaint at 1] 13-14, 85-96. Essure is amedical device as that term is defined under the Medical
Device Amendments of 1976 (“MDA”), 21 U.S.C. § 360c, et seq., to the Food, Drug, and Cosmetic
Act (“FDCA”), 21 U.S.C. § 301, et seq. See also 21 U.S.C. § 321(h) and 360c(a)(1)(C)(i1). The
Food and Drug Administration (the “FDA”) regulates medical devices in the United States and it
is responsible for implementation and -enforcement of statutes and regulations pertaining to
medical devices, including Essure. Id.

14.  Federal regulation of medical devices is governed by the MDA. Riegel v.
Medtronic, Inc., 552 U.S. 312, 316 (2008). The MDA establishes three classes of increasingly
stringent federal oversight. /d. at 316-17.

15. “Class I, which includes such devices as elastic bandages and examination gloves,

is subject to the lowest level of oversight.” Id. at 316.
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16.  “Class II, which includes such devices as powered wheelchairs and surgical drapes,
is subject to ‘special controls’ such as performance standards and postmarket surveillaﬁce
measures.” Id. at 316-17 (citing § 360c(2)(1)(B)).

17.  Only devices that “support[] or sustain[] human life” or “present[] a potential
unreasonable risk of illness or injury” are designated “Class III” devices. 21 USC. §
360c(a)(1)(C)(ii). Class III devices “receiv[e] the most federal oversight” and innovative Class III
devices must go through “a rigorous regime of premarket approval” before they may be brought
to market, Riegel, 552 U.S. at 317, and are the most regulated medical devices. Class III devices
are those for which performance standards (Class II) or general controls (Class I) are not sufficient
assurance that the device is safe and effective for its intended use. As a result, under Section 515
of the MDA, all devices placed into Class III are subject to premarket approval requirements—a
required process of scientific review designed to ensure the safety and effectiveness of Class III
devices. 21 U.S.C. § 515; see also Riegel, 552 U.S. at 318-19.

18.  Essure is a Class III medical device whose design, manufacturing method, and
labeling were given specific premarket approval (“PMA”) by the FDA pursuant to the agency’s
PMA process. See Complaint at ] 15, 46-48 (see also U.S. Food & Drug Admin., Premarket
Approval Order for the Essure® System,

http://www.accessdata.fda.gov/cdrh_docs/pdf2/P020014A.pdf; last visited December 18, 2014).2

! The FDA’s public website offers further information regarding the premarket approval process
under the MDA. See
http://www.fda.gov/medicaldevices/productsandmedicalprocedures/deviceapprovalsandclearance
s/pmaapprovals/default.htm; last visited December 18§, 2014.

2 This web page is part of the FDA’s public database of premarket approvals, which is accessible
at http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPMA/pma.cfm. This Court may take
judicial notice of the fact of Essure’s premarket approval because the FDA’s public website is a
database maintained by the FDA in the normal course of its business and reflects final agency
action. FED. R. EvID. 201; see, e.g., Funk v. Stryker Corp., 631 F.3d 777, 783 (5th Cir. 2011)

4
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19. Under the PMA process, a device can be approved, not approved, or issued an
approvable letter. See 21 U.S.C. § 360e(d); see also Complaint at § 52. PMA approval is based
on a determination by the FDA that the PMA contains sufficient valid scientific evidence that
provides reasonable assurance that the device is safe and effective for its intended use or uses. (See
http./rwww.fda. gov/Medical Devices/ProductsandMedical Procedures/DeviceApprovalsandClear
ances/default. htm;, last visited December 18, 2014).

20. The PMA process for Class III devices is the most exacting form of FDA review.

To obtain FDA approval via the PMA process, a manufacturer must:

[S]ubmit a detailed PMA application that contains full reports of all

investigations of the safety and effectiveness of the device; a full

statement of the components, ingredients, properties, and principles

of operation of the device; a full description of the methods used in

the manufacture and processing of the device; information about

performance standards of the device; samples of the device;

specimens of the proposed labeling for the device; and any other

relevant information.
Riegel v. Medltronic, Inc., 451 F.3d 104, 109 (2d Cir. 2006) (citing 21 U.S.C. § 360e(c)), aff’d, 552
U.S. 312 (2008)). The FDA rigorously scrutinizes PMA applications, “‘weiglhing] any probable
benefit to health from the use of the device against any probable risk of injury or illness from such
use.”” Riegel, 552 U.S. at 318 (quoting 21 U.S.C. § 360c(a)(2)(C)). “The FDA spends an average
of 1,200 hours reviewing each application” and “grants premarket approval only if it finds there is
a ‘reasonable assurance’ of the device’s ‘safety and effectiveness.”” Id. at 318 (quoting 21 U.S.C.
§ 360e(d)).

21.  “Once a device has received premarket approval, the MDA forbids the

manufacturer to make, without FDA permission, changes in design specifications, manufacturing

(affirming judicial notice of PMA approval); Gross v. Stryker Corp., 858 F. Supp. 2d 466, 481
n.26 (W.D. Pa. 2012) (taking judicial notice of FDA approval documents).
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processes, labeling, or any other attribute, that would affect safety or effectiveness.” Riegel, 552
U.S. at 319 (citing 21 U.S.C. § 360e(d)(6)(A)()).

22. Section 360k(a) of the MDA expressly preempts any state-law claim that would
impose a requirement that is “different from, or in addition to” those imposed by the FDA. 21
U.S.C. § 360k(a); Riegel, 552 U.S. at 321-28. Through this provision, Congress expressly
preempted state-law tort claims challenging the design, manufacture, or labeling of a medical
device previously approved by the FDA under the PMA process.

23. Conceptus, Inc. originally obtained the PMA for Essure in 2002°.

24. Plaintiff alleges that the Bayer Defendants’® conduct somehow invalidated the
"PMA for the Essure device and, as a result, the product became “adulterated” as defined and
regulated by the FDA due to the Bayer Defendants’ alleged failure to comply with the PMA order
and federal regulations and hence cannot be lawfully sold. See Complaint at §f 15-18.

25. Plaintiff’s allegations center on the validity of the PMA, an order issued by the
FDA, a federal agency, and the federal statutes and regulations which the FDA implements and
enforces. Complaint at §§ 15-26. Moreover, Plaintiff alleges that, as a result of the Bayer
Defendants’ failure to comply with an FDA issued PMA approval order and FDA regulations, the
PMA issued by the FDA for Essure is rendered “invalid.” Id. at § 64. This allegation directly
attacks the PMA, a federal order which the FDA has never found to be invalid. The PMA is still

in place.’ Plaintiff’s allegations challenge the entire federal regulatory process under which the

31J.S. Food & Drug Admin., Premarket Approval Order for the Essure® System,
http://www.accessdata.fda.gov/cdrh_docs/pdf2/P020014A.pdf; last visited December 18, 2014.

* The stock of Conceptus, Inc. was acquired by a subsidiary of defendant Bayer HealthCare LLC
in 2013. Complaint at 4 42.

s The FDA’s public database for PMA approvals contains a full and complete record of the status
of the PMA for the Essure device since its approval in 2002 and any supplements to the approval
since that time. See http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpma/pma.cfim?id=4831;
last visited December 18, 2014.
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FDA approves Class III medical devices and attempts to substitute her own interpretation, and that
of the Philadelphia Court of Common Pleas, of the FDA’s approval regimen for that of the FDA.

26. Speciﬁcally, the Bayer Defendants’ purported activities by: (1) failing to meet
regular reporting requirements; (2) failing to report known hazards to the FDA; and (3) failing to
comply with federal laws regarding marketing and distribution of the device, all allegedly
invalidated the PMA making distribution of the Essure device and sale to the Plaintiff illegal under
the FDCA, 21 U.S.C. §§ 301, et seq., and the MDA. See Complaint at § 15-20, 27-28, 51, 54—
55, 59-64.

27.  Plaintiff further alleges that the purportedly invalid PMA was not properly
transferred from Conceptus, Inc. to the Bayer Defendants, and, therefore, the Bayer Defendants
did> not have any form of PMA from the FDA, making their sale and distribution of the device
illegal under federal statutory and regulatory law. See, e.g., Complaint at §9 62-64.

28. The federal statutes relied on by Plaintiff include the FDCA and the MDA,
generally, and specifically §§ 501(f), 502(q) and (r) of the FDCA. See Complaint at § 16, 21, 25,
59, 60, 61, 82, 104, 157, 207.

29.  Thus, while Plaintiff’s claims against the Bayer Defendants are purportedly pleaded
under state law,® each claim is necessarily predicated on alleged breaches of duties imposed by
federal law and challenges the safety and effectiveness of a device subject to pervasive federal
regulation and administrative oversight. Indeed, her Complaint seeks to invalidate a federal order
and override the discretion of the FDA. The ultimate merit of Plaintiff’s causes of action will

depend on Plaintiff’s abﬂify to establish a violation of relevant federal requirements on the Essure

% Defendant in no way concedes that any of Plaintiff’s claims are cognizable as a matter of state
law.



Case 2:15-cv-00384-GP Document1 Filed 01/26/15 Page 11 of 100

device that is causally linked to her alleged injuries. Accordingly, violation of federal law is a
critical and indispensable element of Plaintiff’s claims.

30. A claim may arise under federal law in either of two ways — (1) federal question by
pleading a cause of action created by federal law and (2) where the claims at issue implicate
significant federal issues giving rise to a substantial federal question. Grable & Sons Metal Prods.,
Inc. .v. Darue Eng’g & Mjfg., 545 U.S. 308, 312 (2005). The second form of federal-question
jurisdiction “captures the commonsense notion that a federal court ought to be able to hear claims
recognized under state law that nonetheless turn on substantial questions of federal law, and thus
justify resort to the experience, solicitude, and hope of uniformity that a federal forum offers on
federal issues.” Id.

31.  When evaluating whether a federal statute creates a substantial federal interest
giving rise to federal-question jurisdiction over claims pleaded under state law, the Supreme Court
has “disclaimed the adoption of any bright-line rule.” Id. at 317. “Instead, the question is, does a
state-law claim necessarily raise a stated federal issue, actually disputed and substantial, which a
federal forum may entertain without disturbing any congressionally approved balance of federal
and state judicial responsibilities.” Grable, 545 U.S. at 314; see also Mikulskiv. Centerior Energy
Corp., 501 F.3d 555, 568 (6th Cir. 2007) (en banc). This question requires courts to make
“‘sensitive judgments about congressional intent.”” Id. at 318; accord Mikulski, 501 F.3d at 561
(“our inquiry is ultimately one of congressional intent”).

32. By enacting the MDA, Congress both recognized and reinforced a substantial
federal interest in the regulation of PMA-approved Class III medical devices. Indeed, as the
Supreme Court explained in Riegel, the very purpose of the MDA was to “swe[ep] back some state

obligations and impose[] a regime of detailed federal oversight.” 552 U.S. at 316. Just as Congress
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took the regulation of medical devices out of the hands of state legislatures and entrusted it instead
to the exclusive authority of an expert federal agency, namely the FDA, so too Congress
presumably wanted the litigation of medical device claims involving innovative Class II1 medical
devices, the most complex devices subject to the most detailed federal oversight, to be removable
from state courts so that such litigation could proceed under the eye of the federal judiciary.
Indeed, it would be peculiar for Congress to have “imposed a regime of detailed federal oversight,”
(id.), while at the same time preventing removal to federal court of claims predicated on the
purported violation of federal requirements established by that regulatory regime.

33.  Although a plaintiff suing for an injury allegedly caused by an FDA-approved
fnedical device may still attempt to recite a cause of action nominally recognized under state law,
to plead and prove a non-preempted “parallel” claim “[t]he plaintiff must be suing for conduct that
violates the FDCA (or else her claim is expressly preempted by § 360k(a)).” Bryant v. Medtronic,
Inc., 623 F.3d 1200, 1204 (8th Cir. 2010). Thus, for a claim to escape express preemption, the
duty at issue must necessarily be one imposed by federal law.

34.  Because a federal duty and requirement is inevitably at issue and is in fact a required
element of Plaintiff’s claims, the resolution of such claims necessarily “implicate[s] significant
federal issues” and “turn[s] on substantial questions of federal law.” Grable, 545 U.S. at 312. In
an analogous case, a New Yori( district court held that a state-law negligence and product-liability
action against generic drug manufacturers “necessarily raises a federal question” because, to avoid
preemption, the plaintiffs were required to prove a violation of the “ongoing federal duty of
sameness” under the Hatch-Waxman Act. Bowdrie v. Sun Pharm. Indus., 909 F.Supp.2d 179, 183

(E.D.N.Y. 2012) (citation omitted); see also Riegel, 552 U.S. at 316, 322-24.
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35.  There can be no question that the federal question raised by Plaintiff’s purportedly
parallel claims is substantial. The question of whether Plaintiff can establish a violation of a
federal duty that parallels her state-law claims is likely to be “dispositive of this case.” Mikulski,
501 F.3d at 571; see, e.g., Landers v. Morgan Asset Mgmt., Inc., 2009 WL 962689, at *§ (W.D.
Tenn. 2009) (finding a substantial federal question where plaintiffs’ negligence claim necessarily
“depends on a finding that the Defendants did not meet the standard of care imposed by
federal...law”). Indeed, Congress, through the MDA’s express preemption clause, has specifically
barred claims against medical device manufacturers including the sort of claims asserted by
Plaintiff unless Plaintiff can plead and prove the violation of a parallel federal-law duty.

36. Moreover, the enforcement of the federal duties at issue here is committed to the
broad oversight of the FDA, a federal agency. See Buckman Co. v. Plaintiffs’ Legal Comm., 531
U.S. 341, 349 (2001) (describing the “variety of enforcement options™ available to the FDA). As
the Sixth Circuit has recognized, the role of a federal agency, such as the involvement of the FDA
in the regulation of Class III medical devices, is a factor supporting the substantiality of the federal
interest. Mikulski, 501 F.3d at 570. Regulation of the design, manufacture, and labeling of PMA-
approved medical devices is in the first instance, and primarily, federal.

37.  As the Supreme Court has authoritatively recognized, the text of the MDA
demonstrates Congress’ intent to displace “the tort law of 50 States” and “impdse[] a regime of
detailed federal oversight.” Riegel, 552 U.S. at 316, 326; see also Wyeth v. Levine, 555 U.S. 555,
567 (2009).

38.  To this end, a district court’s federal jurisdiction over claims concerning Class I1I
medical devices that have received premarket approval from the FDA would not risk opening the

federal courts to a flood of litigation as there is no danger here that the FDCA “would attract[] a
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horde of original filings and removal cases raising other state claims with embedded federal
issues.” Grable, 545 U.S. at 318.

39.  The federal interest recognized by the MDA is implicated only by claims
concerning Class III medical dévices that have received premarket approval from the FDA. Such
devices constitute a small fraction of a small subset of medical devices. Only devices that
“support[] or sustain[] human life” or “present[] a potential unreasonable risk of illness or injury”
are designated “Class III” devices. 21 U.S.C. § 360c(a)(1)(C)(ii). Only a relatively small number
of medical devices fall into that category. And of those that do, “only a small percentage” are
subject to the premarket approval process. Smith v. Phoenix Seating Systems, LLC, 894 F.Supp.2d
1088, 1097 (S.D. IIl. 2012). Indeed, “[t]he vast majority of Class III medical devices...reach the
market without ever going through the rigorous PMA process.” Riegel, 451 F.3d at 111.7

40.  For these reasons, there is no danger that this Court’s exercise of federal jurisdiction
over claims conceming a Class III medical device with premarket approval will have any
significant impact on the workload of the federal courts; rather, it “will portend only a microscopic
effect on the federal—state division of labor.” Grable, 545 U.S. at 315. Federal jurisdiction over

this narrow class of cases concerning PMA-approved Class III medical devices under the MDA is

7 “Most new Class III devices enter the market through” what “is known as the § 510(k) process,”
a far less rigorous process that does not trigger preemption under § 360k(a). Riegel, 552 U.S. at
317. “In 2005, for example, the FDA authorized the marketing of 3,148 devices under § 510(k)
and granted premarket approval to just 32 devices.” Id. (citing P. Hutt, R. Merrill, & L. Grossman,
FooD AND DRUG LAaw 992 (3d ed. 2007)). “In other words, in 2005, approximately ninety-nine
percent of such devices went through the § 510(k) process and only one percent went through the
PMA process.” Riegel, 451 F.3d at 112 (emphasis added). In 2011, only 51 devices received
premarket approval.

" See http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/DeviceApprovalsand

Clearances/Recently-ApprovedDevices/default.htm; last visited December 18, 2014.
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therefore fully “consistent with congressional judgment about the sound division of labor between
state and federal courts.” Id. at 313.

41. By enacting the MDA, Congress declared that medical devices are to be governed
exclusively by requirements of federal law that are administered and enforced exclusively by the
expert decisions of the FDA, a federal agency.

42.  Inher Complaint, Plaintiff claims that the FDA-issued PMA is “invalid.” That is,
she claims that the FDA’s rigorous federal safety review of a Class III device — which commands
the federal agency’s highest standard of review — can be challenged many years after approval in
a state court. Moreover and telling to the substantial federal questions she presents, Plaintiff
contends that the decision reached by the FDA in approving Essure under its rigorous regulatory
scheme can be invalidated by a state court under state law. This is a substantial and important
federal question involving a federal agency (the FDA) and compliance with federal statutes and
regulations. There is no question that Plaintiff’s tort claims, which challenge the safety and
effectiveness of such a Class III medical device and invoke federal statutory and regulatory
requirements related to such devices, implicate substantial federal interests that call for the

availability of jurisdiction in a federal forum.
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43.  Accordingly, this Court has federal question jurisdiction under 28 U.S.C. § 1331,
and this case is removable under 28 U.S.C. § 1441.

WHEREFORE, Notice is given that this actibn is removed from the Court of Common
Pleas of Philadelphia County, Pennsylvania to the United States District Court for the Eastern

District of Pennsylvania.

Dated: January 26, 2015 Respectfully submitted,

ECKERT SEAMANS (}ERIN & MELLOTT LLC

/

ALBERT G. BIXLER, ESQUIRE
LESLIE A. HAYES, ESQUIRE

MARK C.LEVY, ESQUIRE

HEATHER R. OLSON, ESQUIRE
Pa1.D. Nos. 45639, 35975, 42234, & 92073
Two Liberty Place

50 South 16th Street, 22nd Floor
Philadelphia, PA 19102

Phone: 215-851-8400/Fax: 215-851-8383
abixler@eckertseamans.com
Thayes@eckertseamans.com
mlevy@eckertseamans.com
holson@eckertseamans.com

Attorneys for Defendant Bayer Corporation
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CERTIFICATE OF SERVICE

I, HEATHER R. OLSON, do hereby certify that, on January 26, 2015, I caused a true and
correct copy of the foregoing Notice of Removal to be served upon the following counsel of record,

in the manner indicated:
Via Hand Delivery and Electronic Mail

James J. McEldrew, III, Esquire
Thomas A. Dinan, Esquire
McELDREW LAW, LLC

123 South Broad Street, Suite 1920
Philadelphia, PA 19109
215/545-8800
jim@mceldrewlaw.com
tdinan@meceldrewlaw.com

Via U.S. First Class Muail and Electronic Mail

Marcus Susen, Esquire

Justin Parafinczuk, Esquire

KOCH PARAFINCZUK & WOLF
110 E. Broward Blvd., Suite 1630
Fort Lauderdale, FL 33301
954/462-6700

susen@kpwlaw.com
parafinczuk@kpwlaw.com

Attorneys for Plaintiff

HEATHER R. OLSON

M1328123



Case 2:15-cv-00384-GP Document1 Filed 01/26/15 Page 18 of 100

EXHIBIT “A”



Case 2:15-cv-00384-GP Document 1 F|Ied 01/26/15 Page 19 of 100

Court of Common Pleas of Philadelphia County
Trial Division

For Prothonotary Use. Only (Docket Number) S

Civil Cover Sheet
PLAINTIFF'S NAME

HEATHER WALSH

DEFENDANT'S NAME
BAYER, CORP.

PLAINTIFF'S ADDRESS
26556 CLARKSTON DRIVE

BONITA SPRINGS FL 34135

DEFENDANT'S ADDRESS
100 BAYER ROAD, BLD. 4

PITTSBURGH PA 15205

PLAINTIFF'S NAME

DEFENDANT'S NAME
BAYER HEALTHCARE, LLC.

PLAINTIFF'S ADDRESS

DEFENDANT'S ADDRESS
100 BAYER BLVD.

WHIPPANY NJ 07981

PLAINTIFF'S NAME

DEFENDANT'S NAME

BAYER ESSURE, INC.

PLAINTIFF'S ADDRESS

DEFENDANT'S ADDRESS
100 BAYER BLVD.

WHIPPANY NJ 07981

TOTAL NUMBER OF PLAINTIFFS TOTAL NUMBER OF DEFENDANTS COMMENCEMENT OF ACTION
1 5 [ﬂ Complaint [T petition Action [ Notice of Appeal
- [ writ of Summons.. 1 Transfer From Other Jurisdictions
AMOUNT IN CONTROVERSY COURT PROGRAMS .
O [ Arbitration [ Mass Tort ‘ [ Commerce [ settlement
§50.000.00 or less xi Jury » O Savings Action -~ [ Minor Court Appeal [ Minors
X1 More than $50,000.00 [ Non-Jury L1 Petition ) Statutory Appeals [ w/D/Survival
1 other: ) ‘ : j

CASE TYPE AND CODE

2P - PRODUCT LIABILITY

STATUTORY BASIS FOR CAUSE OF ACTION

RELATED PENDING CASES (LIST BY CASE CAPTION AND DOCKET NUMBER) FILED S CASE SUBJECT TO
» T COORDINATION ORDER?
PRO PROTHY ves NO
DEC 18 2014
D. SAVAGE

TO THE PROTHONQTARY:
Kindly enter my appearance on behalf of Plaintiff/Petitioner/Appellant: HEATHER WALSH
Papers may be served at the address set forth below
NAME OF PLAINTIFF'S/PETITIONER'S/APPELLANT'S ATTORNEY ADDRESS

JAMES J. MCELDREW MCELDREW LAW

123 SOUTH BROAD STREET

PHONE NUMBER FAX NUMBER SUITE 1920

(215)545-8800 (215)545-8805 PHILADELPHIA PA 19109
SUPREME COURT IDENTIFICATION NO. E-MAIL ADDRESS

36411 Jim@mceldrewlaw.com
SIGNATURE OF FILING ATTORNEY OR PARTY DATE SUBMITTED

JAMES MCELDREW Thursday, December 18, 2014, 04:20 pm

FINAL COPY (Approved by the Prothonotary Clerk)




Case 2:15-cv-00384-GP Document1 Filed 01/26/15 Page 20 of 100

COMPLETE LIST OF DEFENDANTS:

1. BAYER A.G.
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2. BAYER HEALTHCARE PHARMACEUTICALS, INC.
100 BAYER BLVD.
WHIPPANY NJ 07981

3. BAYER ESSURE, INC.
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4. BAYER HEALTHCARE, LLC.
100 BAYER BLVD.
WHIPPANY - NJ 07981

5. BAYER, CORP.
100 BAYER ROAD, BLD. 4
PITTSBURGH PA 15205
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McELDREW LAW, LLC , e
James J. McEldrew, 111, Esquire e S1ABH8T,,,
Atty ID #: 36411 s
Thomas A. Dinan, Esqulre THIS IS A MAJOR ftfg;a%

‘ 1sk BB

Atty ID # 91344

123 South Broad Street, Suite 2250 By
Philadelphia, PA 19109 Uy
(215) 545-8800 °
Jim@mceldrewlaw.com

tdinan@mceldrewlaw.com Attorneys for Plaintiffs

HEATHER WALSH,
26556 Clarkston Drive
Bonita Springs, FL 34135

IN THE COURT OF COMMON PLEAS

Plaintiff, PHILADELPHIA COUNTY

vs- TERM, 2014

BAYER, CORP. NO
100 Bayer Road, Bld. 4 )
Pittsburgh, PA 15205

BAYER HEALTHCARE LLC,
100 Bayer Blvd.
Whippany, NJ 07981

BAYER ESSURE, INC.
100 Bayer Blvd.
Whippany, NJ 07981

BAYER HEALTHCARE PHARMACEUTICALS,
INC.

100 Bayer Blvd,

Whippany, NJ 07981

BAYER A.G.
Werk Leverkusen
51368 Leverkusen, Germany

Defendants,

NOTICE TO DEFEND

NOTICE AVISO

You have been sued in court. If you wish to defend against the cleims set Le han demandado a usted en la corte, Si usted quiere defepderse de
forth in the following pages, you must take action within twenty (20) days | estas demandas expuestas en las paginas siguientes, usted tiene veinte
efter this complaint and notice are served, by enfering a written (20) dias de plazo al partir de la fecha de la demanda y Ia ndfificseion.
appeavance personally or by attorney and flling tn writing with the court Hac falta ascentar una comparencis escrita o ¢o persona o con un
your defenses or objections lo the claims set forth against you. You are abogado y entregar s I2 corte en forma escrita sus defensas o sus
warned that if you fali to do so the case may proceed without yon and a objeclones a las demandas ent contra de su persona, Sea avisado que si
judgment may be entered against you by the court without further notice usted no se defiende, la corte tomara medidas y puede continuar {a
for any money claimed In the complalat of for any other claim oy reliel demanda en contra suya sin previo aviso o notilicacion, Ademay, In

1
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requested by the plaintilf, You may Jose money or property or other
rights impartant 1o you,

You showld take this paper 1o pour lmwyer af orce, If you do not fiave a
lmiyer or cannot afford one, go to ar tetephone the office set forth below to
Jind put where you can get legaf heip,

Philadelphia Bar Assoclution

Lawyer Referral Asaciacion De Licenciados
and Information Service De Flladelila
. One Bcndlng Center Serviclo De Referencia E
Philadelphia, Pennsylvanin 19107 Informacion Legnl
{215) 238-6333 Oune Reading Center
TTY (215) 451-6197 Filadelfin, Pennsylvania 19107
(215) 238-6333

TTY (215) 4516197

corte puede decider s favor de) demandante y requlere que usted
cumpla con {odas fas provisiones de es{s dewanda, Usted puede
perder dinero o sus propledades u otros derechos Jmportantes para
usted,

Lieve esta demanda o un abogada Immediataniente, S no tlens abogads o
sl no riene el dinere suffclente de pagar tal servicie, Vaya en persona o
{larme por ielefono a la aficing ceya direcclon se encuentra escrita abajo
para averiguar donde se puede conseguir asisietcla legal,

Case ID: 141202792




Case 2:15-cv-00384-GP Document1 Filed 01/26/15 Page 23 of 100

Mc¢ELDREW LAW, LLC

James J, McEldrew, 111, Esquire

Atty 1D #: 36411

Thomas A. Dinan, Esquire THIS IS A MAJOR JURY MATTER
Atty ID #91344

123 South Broad Street, Suite 2250

Philadelphia, PA 19109

(215) 545-8800

jim@mceldrewlaw.com

tdinan@mceldrewlaw.com " Attorneys for Plaintiffs

HEATHER WALSH, )
Pbass Clakam IN THE COURT OF COMMON PLEA$

Bonita Springs, FL 34135

Plaintiff, PHILADELPHIA COUNTY
vs- TERM, 2014
BAYER, CORP. NO
100 Bayer Road, Bld. 4 ’

Pittsburgh, PA 15205

BAYER HEALTHCARE LLC,
100 Bayer Blvd.
Whippany, NJ 07981

BAYER ESSURE, INC.
100 Bayer Blvd,
Whippany, NJ 07981

BAYER HEALTHCARE PHARMACEUTICALS,
INC.

100 Bayer Blvd.

Whippany, NJ 07981

BAYER A.G.
Werk Leverkusen
51368 Leverkusen, Germany

Defendants.

CIVIL ACTION COMPLAINT
20-OTHER PERSONAL INJURY

AND NOW COMES the PLAINTIFF, HEATHER WALSH, (“Walsh” or “Plaintiff”), by and
through undersigned éounsel, files this Complaint against Defendants, BAYER CORP., BAYER
HEALTHCARE, LLC., BAYER ESSURE, INC, and BAYER HEALTHCARE

3
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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, Walsh, is a citizen of Michigan.

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

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

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

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

6. 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 iL

=

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

creating an injustice at the expense of Plaintiff.

-

7. 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 CORE;
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share the same trademark; share management and officers; and in other ways were dominated by
BAYER CORP.

8. Moreover, there exists and at all times mentioned herein there existed a unity olf
interest in ownership and among all Defendants such that individuality and separateness betweeh
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 ap
entities distinct from one another will permit an abuse of the corporate privilege, sanction fraud,
and promote injusticé‘ 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.

9. 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.

10. 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.

11. 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.

12. Venue is proper in Philadelphia County under Pa, R. C. P, 2170(a)(2) and (3) becausg

Defendants regularly conduct business in Philadelphia County.

INTRODUCTION
13. This Complaint is brought by Plaintiff who relied on express warranties of
Defendants before being implanted with a female birth control device, known as “Essure.” Iy

short, the device is intended to cause bilateral occlusion (blockage) of the fallopian tubes by the
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Case 2:15-cv-00384-GP Document1 Filed 01/26/15 Page 26 of 100

insertion of micro-inserts into the fallopian tubes which then anchor and elicit tissue growth,
theoretically causing the blockage. ' l

14. As a result of (1) Defendants’ negligence described infra and (2) her reliance o

=]

Defendants’ warranties and representations, Defendants’ Essure device migrated from Plaintiff)

s

fallopian tubes to her uterus/rectum, requiring five hospitalizations and an eventual
hysterectomy. Plaintiff now also suffers from auto-immune and adhesion disorders.

15, Essure had Conditional Premarket Approval (“CPMA”) by the Food and Drug

-

Administration (“FDA™). As discussed below, this CPMA became “invalid” and the produg

“adulterated” pursuant to the FDA' due to Defendants’ failure to comply with the CPMA orde

~

and federal regulations.

16. Pursuant to Defendants’ CPMA. (which reads: “Failure to comply with conditions ¢

5

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 Plaintiff.

'17.  Specifically, the CPMA became invalid as 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.

18. The fact that Defendants failed to comply with these conditions is not a mere
allegation made by Plaintiff These failures to comply with both the CPMA and federa
regulgtions are memorialized in several FDA findings, including Notices of Violations and
Form 483’s (Forms issued to by the FDA for violations noted).

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

Department of Health for:

! ANl Emphasis is supplied in this Complaint.

Case [D: 141202792
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(a) failing to report and actively concealing 8 perforations which occurred a5 a
result of Essure;

(b) erroncously using non-conformﬁg material in the manufacturing of Essure;
(c) failing to use pre-sterile and post-sterile cages;
(d) manufacturing Essure at an unlicensed facility;
(e) manufacturing Essure for three years without a license to do so.
20. Defendants were also found, by the FDA, to be:

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

Ul

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

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

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

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

(f) Failing to analyze or indentify existing and potential causes of non;
confirming produet 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 tq
specifications;

(D Failing to have complete Design Failure Analysis

(j) 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,

|
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21.  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 tﬁe
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 doés
not rise to the level of a serious injury”  Accordingly, the FDA again warned Defendants er
violation of the FDCA.

22.  Asaresult, Defendants’ CPMA is “invalid” and its “adulterated” product, EssurT.,
should never have been marketed or sold to Plaintiff.

23. Plaintiff’s first four causes of action have nothing to do with the product itself, but
rather Defendants’ negligence in (1) failing to adequately train Plaintiff's implanting physician
(“the implanting physician™); (2) entrusting the implanting physician with specialized
hysteroscopic equipment he was not qualified to hse, and (3) distributing/over promoting its
product in an unreasonably dangerous manner, as fully discussed below.

24, The training, entrustment of specialized hysteroscopic equipment to the implanting
physician, and method of distribution did not have CPMA by the FDA.

25.  Plaintiff's causes of action five tl}rough nine are based entirely on the express
warranties, misrepresentations, and Defendants’ deceptive conduct, which were relied upon by

~ Plaintiff prior to having the device implanted. Under Pennsylvania law, Plaintiff’s claims for
breach of express warranties are not preempted -by the Medical Device Act (“MDA"). Rosci »
Acromed, Inc., 447 Pa. Super. 403 (1995); Bentzley v Medtronie, Inc., 2011 U.S, Dist, Lexig

136570 (E.D. Pa. Nov. 28, 2011).
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26.  The remaining causes of action are related to the product itself after Defendants’

v

CPMA became invalid and hinge on the FDA requirements. | ‘

|
27. Inshort, according to the FDA, the CPMA order became invalid because |
Defendants failed to comply with any of the following expréss conditions and federal
regulations:

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

(3

(b) “Report to the FDA under the MDR whenever it receives informatio E
from any source that reasonably suggests that the device may have cause
or contributed to a serious injury.”

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

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

endangered the life of Plaintiff and the safety of the public.

29.  Defendants actively concealed these violations and never advised Plaintiff of the

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

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

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

never would have had Essure implanted.

Case 1D: 141202792
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DESCRIPTION OF ESSURE AND HOW IT WORKS

30. Essure is a permanent form of female birth control (female sterilization). The devi¢e
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.

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

=)

disposable split introducer, All components are intended for a single use. See Exhibit “A” for n
description of Essure,
32. 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 guidanc

L1

(camera),

33. The hysteroscopic equipment needed to place Essure was manufactured by a thiré
party, is pot a part of Defendants’ CPMA, and is not a part of Essure. However, becausg
Plaintiff’s implanting physician did not have such equipment, Defendants provided it so that it
could sell Essﬁre. See Exhibit “A” for a descriptibn of hysteroscopic equipment.

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

35. Defendants’ disposable delivery system consists of a single handle which contains 4
delivery wire, release catheter, and delivery catheter. The micro-inseris 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,

10
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36. After placement of the coils in the fallopian tubes by Defendants’ dispésable delivenLy
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.

37, The coils are alleged to remain securely in place in the fallopian tubes for the life df
the consumer and do not migrate. |

38, After three months following the device being implanted, patients are to receive p

“Confirmation” test to determine that the micro-inserts are in the correct location and that th

w

tissue has created a complete occlusion. This is known as a hysterosalpinogram (“HSG Test” olr
“Confirmation Test”).
39, Regardless of the Confirmation Test, Defendants also warrant that Essure allows for
visual confirmation of each insert’s proper placement both during the procedure.
40, 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

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

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

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

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

45, Defendants also trained physicians on how to use its device and other hysteroscopic

equipment, including Plaintiff’s implanting physician,

i

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

Essure.,

11 i

Case ID: 141202792



Case 2:15-cv-00384-GP Document1 Filed 01/26/15 Page 32 of 100

47. By way of backgfound, Prematket Approval (“PMA”) is the FDA process g!)f
scientific and regulatory review to evaluate the safety and effectiveness of Class III medicLl
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.

48.PMA is a stﬁngént 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.

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

50. 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,

51. According to the FDA, a class III device that fails to meet CPMA requirements i
considered to be adulterated under section 501(f) of the Federal Food, Drug, and Cosmetic Ac
(“FD&C Act”) and cannot be marketed.

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

53. Essure was “conditionally approved” or in other words, had only CPMA not

outright PMA, the “gold standard.”

12
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54. 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.”

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

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

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

(e) Warranties are truthful, accurate, and not misleading.
(f) Warranties are consistent with applicable Federal and State law,
55. Although failure to comply with just one of the conditions invalidated the CPMA
Order, Defendants failed to comply with several conditions; thereby invalidating the CPMA
pursuant to the very language of the CPMA order. 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 alsd
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 respectivs

deadlines. Post approval Studies- ESS-305 Schedule attached as Exhibit “B."

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

(¢) 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.% See Investigative Report attached as Exhibit “C.”

2 Porm 483 is issued to firm management at the conclusion of inspection when an FDA investigator has observed
any conditions that violate the FD&C Act rendering the device “adulterated.”
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(d) Defendants failed to report to the FDA information it received that reasonably
suggested that the device may have caused or contributed to a serious injury
concealing the injuries. Again, Defendants failed to report 8 perforations
which occurred as a result of Essure to the FDA as evidenced in Form 483.
See Investigative Report aitached as Exhibit “C."”

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

(fy 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.

56. Defendants also were found to be:

(a) erroneously using non-conforming material in the manufacturing of Essurs;
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
dlD' b2

(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; Seg
Exhibit “E.”

57. Specifically,

(a) On Janvary 6, 2011, the FDA issued a violation to Defendant for the following}
“An MDR report was not submitted within 30 days of receiving or otherwisg
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
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contributed to a death or serious injury, and an MDR Report is required to be submitted ta

FDA.”

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 Plaintiff.

(d) On January 6, 2011, Defendants were cited for not documenting Corrective anf

(¢) On July 7, 2003, Defendants were cited for not analyzing to identify existin

(f) On July 7, 2003, Defendants were cited for not following procedures used

58.In response Defendants acknowledged that “the device may have caused o:l

59. By failing to comply with several CPMA conditions, Essure is also considered to ba

violations for dates of incidents 9/1/10. 10/26/10, 5/11/10, 10/5/10, 10/1/1D,
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 Essute

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

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
issned by Timothy Grome on January 6, 2011,

LA]

and potential causes of non-conforming product and other qualit]
problems. Specifically, two lot history records showed rejected raw materi;
which was not documented on a quality assurance form, which is used t
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.

-3

control products which did not confirm to specifications. See Exhibit “G.’
Form 483/Violation form issued by Mark E. Chan on July 7, 2003,
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60. 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 i

%]

advertising is false or misleading.”
61, Defendants violated Sections 502(q) by falsely and misleadingly advertising the
product as described below under “Facts and Warranties.” However, Defendants ~6ontinued th

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

w

62. Lastly, per the FDA, “a PMA may be sold to another company” however “Th
sponsor must submit a PMA amendment to notify the FDA of the »new
owner...The...supplement should include: the effective date of the ownership transfer; a
statement of the new owner’s commitment to comply with all the conditions of approval
applicable to the PMA; and either a statement that the new owner has a complete copy of the
PMA including all amendments, supplements, and reports or a request for a copy from the FDA
files.”

63. There were 36 PMA supplements filed with the FDA in regard to Essure (P020014)
None of the PMA supplements included notification of the new owner (Defendants).

64.In short, (1) the CPMA is invalid per the FDA; (2) Essure is considered ar
“adulterated” product that cannot be marketed or sold per the FDA; and (3) the invalid CPMA
was not properly transferred to Bayer and, therefore, Defendants does not have any form of PMA
for Essure.

DEFENDANTS’ TRAINING, ENTRUSTMENT, AND DISTRIBUTION PLAN

65, Defendants (1) failed to adequately train the implanting physician on how to use itsI
I
delivery system and the hysteroscopic equipment manufactured by a third party; (2) provided

specialized hysteroscopic equipment to the implanting physician who was not qualified 04
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i
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 (%f
Plaintiff's safety and well-being.
66. 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 syster

=]

and was given hysteroscopic equipment by Defendants.

67. In order to capture the market, Defendants independently undertook a duty of trainin

e

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.

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

69. In fact, because gynecologists and Plaintiff’s implanting physician 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 Defendant;
observed physicians until Defendants believed they were competent; (4) created Essurﬁ |
Procedure Equipment Supplies Checklists; and (5) represented to Plaintiff that “Physicians must
be signed-off to perform Essure procedures.”

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

should it migrate.

71. Defendants also kept training records on all physicians “signed-off to perform Essure]

procedures.”

17
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72. 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 wiIh
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.

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

7

Inc., Richard Wolf Medical Instruments Corp., and Karl Storz Endoscopy, America, Inc. (1) t
obtain specialized hysteroscopic equipment to then give to physicians and (2) to increase its sales

force to promote Essure.

74. According to Defendants, these agreements allowed Defendants to “gain marke

—

presence...and expand ... market opportunity by driving adoption among a group of physicians.}

75.In regérd 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.

76. Defendants “handed out” this equipment to unqualified physicians, including

Plaintiff’s implanting physician, in an effort to sell its product.

77. 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 té capture the market.

78. In return for providing the hysteroscopic equipment, Defendants required that the
implanting physician 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 Plaintiff.

18
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79. Defendants’ distribution plan included requiring the implanting physician to purchage
two (2) Essure “kits” per month, regardless of whether he used them or not. This distributiop
plan created an environment which induced the implanting physician to “push” Essure and
implant the same into Plaintiff.

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

implanting physicians into an agreement as “bait.” Once the implanting physician “took th|

114

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

Essure “kits™.

81. This was an unreasonably dangerous distribution scheme as it compelled th

p84

implanting physician to sell two (2) devices per month at the expense of Plaintiff’s safety and
well-being.

82. 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 hysteroscopi
equipment manufacturers, who were not adequately trained nor had sufficient knowledgd
regarding Essure; (3) failing to report and actively concealing 8 perforations which occurred as 2

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.

83.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

19
Case ID: 141202792

i




Case 2:15-cv-00384-GP Document1 Filed 01/26/15 Page 40 of 100

same; and (3) created an unreasonably dangerous distribution plan, all of which were aimed #t
capitalizing and monopolizing on the birth control market,

84, Unfortunately, this was done at the expense of Plaintiff’s safety.

PLAINTIFF’S ,HISTORY

85. In October 2008, Plaintiff went to the implanting physician to have Essure implantet]

in her fallopian tubes, The implanting physician advised Plaintiff that a representative from
Defendants would be present to supervise the procedure.
86. During this visit, Defendants® representative failed to attend and supervise the
procedure. The implanting physician attempted to insert the device on his own with the delivery
system and hysteroscopic equipment.
87. After several attempts, the implanting physician was unable to place the device am*
re-scheduled Plaintiff’s implantation for another date to make sure Defendants’ representative
would be present.
* 88. Plaintiff returned to the implanting physician the following month. Defendants faileq

to attend and supervise the procedure again, and the implanting physician attempted to place thg
device.
89. Without Defendants’ representative present, the implanting physician attempted tg

place the device several times. Finally, the micro-inserts were placed into Plaintiff.
90. After two years, Plaintiff was then hospitalized four times due to severe pain, fever,

and fainting spells.
91. Eventually a CT scan revealed that one of the micro-inserts had migrated from the

fallopian tube and became lodged in or behind her colon.
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92, It was also discovered that there were three micro-inserts inside of Plaintiff, insteaid
of two,

93. On March 4, 2013, as a result of Essure, Plaintiff underwent a complete hysterectomy
and an additional surgery to remove the coil lodged in her colon. Plaintiff now suffers from
several antoimmune and adhesioﬁ disorders.

94. Plaintiff did not have knowledge of facts that would lead a reasonable, prudent person

to make inquiry to discover Defendants’ tortious conduct until her hysterectomy on or aboy

[

March 4, 2013. Under appropriate application of the Discovery Rule, Plaintiff’s suit was filed
well within the applicable statutory limitations period.

95. In addition, Defendants’ fraudulent concealment of the relevant facts as described
infra toll any relevant statutes of limitations. Most egregiously, Defendants was not only
actively and fraudulently concealing adverse reports of migrations and perforations fI‘OX’Jl
Plaintiff but also from the FDA. This active concealment is not a mere allegation, but evidenced
by FDA findings and its citétion to Defendants for failing to report eight (8) perforations.

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

FACTS AND WARRANTIES

97. First, Defendants negligently trained physicians, including the implanting physician
on how to use its device and in hysteroscopy.
98, The skills needed to place the micro-inserts as recognized by the FDA panel “are way
beyond the usual gynecologist.”
99. Accordingly, Defendants went out and attempted to train the implanting physician of

(1) how to use its device and (2) in hysteroscopy. Defendants (1) created a “Physician Training
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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 Plaintiff thdt
“Physicians must be signed-off to perform Essure procedures,” Defendants had no experience in
training others in hysteroscopy.

100. 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.

101. A key study found that a learning curve for this hysteroscopic procedure was see:
for procedure time, but not for successful placement, pain, and complication rates, evidencinl
that Defendants’ training methods were failing’.

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

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

104. 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 hysteroscopid

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

3 Learning curve of hysteroscopic placement of tubal sterilization micro inserts, US National Library of Medicine,
Janse, JA.
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regarding Essure; (3) failing to report and actively concealing 8 perforations which occurred as a
result of Essure; (4) erroneoﬁsly using non-conforming material in the manufacturing of Essure;
(5) failing to use pre-sterile and post-sterile cagesg 6) rn‘anufacturing Essure at an unlicensed
facility and (7) manufacturing Essure for three years without a license to do so. |
105. Lastly, Plaintiff relied on the following warranties by Defendants and/or it's

agents, outlined in the subsequent Paragraphs:
WEBSITE WARRANTIES

106. Defendants marketed on its website the following:

(2) “Only FDA approved female sterilization procedure to have zero pregnanciel
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.”

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

(¢) “Physicians must be signed-off to perform Essure pfocedures”

i. However, Defendants failed to adequately train the implanting physician
and “signed-off” on the implanting physician who did not have thg

requisite training. Defendants concealed this information from Plaintiff.

(d) “Surgery-free”

" 1. However, Essure is not “surgery-free”, rather surgery is not required. Alll
Essure procedures ‘are done under hysteroscopy, which is a surgical
procedure. l

(e) “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 Plaintiff.
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ii. However, between1997-2005, 64 pregnancies were reported to
Defendants. Defendants concealed this information from Plaintiff.

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 Plaintiff.

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
“painful and is also known to bé highly inaccurate, with false-positive
results in as many as 40%.”

(f) “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 aJ
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 Plaintiff. See Defendants’ Form 10-K attached hereto
as Exhibit “E.”

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”.

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

“skilled approach” and even admitted that their own experts
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
Plaintiff. ‘

i. However, Defendants admitted that placement of the device requires L:l

* Probability of pregnancy after sterilization:a comparison of hysteroseopic versus laparoscopic steritization,
5Garicpy, Aileen. Medical Publication “Contraception.” Elsevier 2014,
Id
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(h) “an Essure trained doctor inserts spring-like coils, called micro-inserts...”

i. -However, the implanting physician who implanted the device was nof
adequately trained. Defendants concealed this information from Plaintiff.

(i) “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.”

L. However, Defendants failed to adequately train the implanting physician,
Defendants concealed this information from Plaintiff.

() “In order to be trained in Essure you must be a skilled operative
hysteroscopist. You will find the procedure easier to leam 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 Plaintiff.

(k) “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.

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

i. However, there were at least four pregnancies. Defendants concealed thig
information from Plaintiff.

(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 no

perform the procedure every 6-8 weeks, including the implanting
physician. Defendants concealed this information from Plaintiff.
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FACT SHEET WARRANTIES i,
R L'
108. Defendants represented in its Fact Sheet: Fafet gpa” *&‘”"Ed g
mﬁﬂ% 1=
20314220 30’§pn

183

(2) Data from two clinical studies show that 99 percent of won@x% ﬁ?ﬂgdfhe
Essure procedure rated their long-term comifort with the n{@c m‘sgﬁ% as

‘good,’ ‘very good’ or ‘excellent’.”
i. However, the actual choices given to the clinical participants were ‘poor,
‘very good’ or ‘excellent.” Defendants concealed this information fron

Plaintiff.
WARRANTIES BY AGENTS

109.  Defendants’ Senior Director of Global Professional Education represented to the
public that “For the Essure procedure, the patient is not under anesthesia, therefore a skilled

approach is crucial.”

(a) Yet, Defendants also claims that “Correct placement...is performed easily
because of the design of the micro-insert”

110.  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.
(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 Plaintiff,

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

(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

111, Defendants marketed with commercials stating:
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(a) Essure has been in use for over § years.

i. However, Essure was only in use for 4 years at this time. Defendants
concealed this information from Plaintiff,

(b) “The non-surgical permanent birth control for woman.”

i. However, the procedure is most commonly done with surgery
Defendants concealed this information from Plaintiff,

ii. However, Essure is not perinanent as the coils migrate, perforate organs
and are expelled by the body.

iii. However, all Essure procedures are done under hysteroscopy, which is a
surgical procedure

112. Defendants created a fake blog entitled “Diary of a Decision” in order to induce
Plaintiff to use Essure. Defendants created a fictitious person, named “Judy” whg
pretended to have had the procedure and answered questions from Plaintiff.

(a) However, “Judy” never had the procedure as represented and was actually
Debbie Donovan. Defendants concealed this information from Plaintiff.

113. 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 placemen

during the procedure evidenced by the fact that three micro-inserts were placed
into Plaintiff.

BROCHURE WARRANTIES
114. Defendants® Essure brochure warrants:
(a) “Worry free”

i. However, Defendants actively concealed and failed to report §
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 Plaintiff. See Investigative Report attached
hereto as Exhibit “C."

27
Case [D:

41202792



Case 2:15-cv-00384-GP Document 1 Filed 01/26/15 Page 48 of 100

ii. Most egregiously, Defendants were issued another Form 483 when i}
“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 Plaintiff. See Investigative Report attached hereto as Exhibit “C."

iii. However, Defendants’ facility was also issued a notice of violation as i
¥no longer uses pre-sterile and post-sterile capes.” Defendants actively
concealed this from Plaintiff. See Notice of Violation attached as Exhibi
H‘D' »”

iv. 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 Plaintiff. See Notice of Violation
attached as Exhibit “D."”

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

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

vii, Yet, Defendants’ SEC filings, Form 10-K show that the HSG test used ta
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%.”

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

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

i. However, the micro-inserts do not remain secure but migrate and are
expelled by the body. Defendants actively concealed this information from)
Plaintiff.
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ii. However, Defendants actively concealed and failed to report 8
perforations which occurred as a result of Essure to the FDA a
evidenced in Form 483 issued to Defendants by the FDA. Se
Investigative Report attached hereto as Exhibit “C."

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

P

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

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

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

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

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

v. Most egregiously, Defendants were issued another Form 483 when i
“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) “Surgery free”

i. However, all Essure procedures are done under hysteroscopy, which is a
surgical procedure.

(e) “Anesthesia-free”
i. However, Essure is not “anesthesia-free”, rather anesthesia is not required.

" (f) Step Two: “pregnancy cannot occur”; Step Three: The Confirmation,

29
Case ID: 141202792



Case 2:15-cv-00384-GP Document1 Filed 01/26/15 Page 50 of 100

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

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

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

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

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

(g) “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 tg
confirm the tubes are blocked has been described by Defendants ag
“painful and is also known to be highly inaccurate, with false-positive
results in as many as 40%.”

115. The PET fibers are what causes the tissue growth.

(a) However, during the PMA meeting with the FDA, Defendants represented that
the trauma caused by the expanding coil striking the fallopian tubes is what
caused the inflammatory response of the tissue. Defendants concealed this
information from Plaintiff.

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

“dmg.’!

117, In January 2014, Defendants warranted that over 750,000 procedures had been
performed.

(a) However, ten months later Defendants advised only 625,000 had been]
performed. :

¢ Essure insert expulsion after 3-month hysterosalpingogram,, US National Library of Medicine, Garcia, Al.
30
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ESSURE BOOKLET WARRANTIES
118. 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,”

. However, the device does irritate the uterus. Defendants concealed this
information from Plaintiff.

i. However, Defendants actively concealed and_failed to report &
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 iniq

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...”

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

ii. Yet, Defendants’ SEC filings, Form 10-K show that the HSG test used ta
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%.”

ifi. Yet, Defendants were issued Form 483’s for not disclosing MDR’’s to the
FDA for pain.

DATA WARRANTIES
119. Summary of Safety and Effectiveness Data states:

() “The Essure System provides permanent birth control without invasive surgery
or general anesthesia, and their associated risks.”

i. However, Essure is not “surgery-free” or “anesthesia-free”, rather surgery
and anesthesia is ot required.

(b) “In addition to the above benefits, none of the women in the Essure clinical

trials became pregnant while relying on Essure for contraception.”

3
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i, However, there were at least four pregnancies during the clinical trials
Defendants concealed this information from Plaintiff,

(c) “Namely, the Essure system is delivered hysteroscopically without genera}
anesthesia.”

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

PMA SUPPLEMENT
120. Defendants represented to Plaintiff that it was the expanding coil and tissug
growth which caused the coil to be attached to the tube, not any type of coating.

(a) Yet, in Supplement 18, Defendants represented that “A doctor placed the coi
at the uterine-fallopian tube junction, where its coating caused it be attached
to the tube.” The coating is & hydrophilic polymer coating produced by AST
Products, Inc. Defendants actively concealed this from Plaintiff.

SEC FILINGS
121, Defendants warranted that the Essure system has “no risks” for patients because
... the Essure system does not involve the use of radiofrequency energy. SEC Form 10-K filed
on 3/15/11 by Defendants.

(a) At the same time, Defendants also states that there are lirnitedv risks with
Essure. |

122.  “Our Mountain View, California facility underwent an International Organization

for Standardization (“ISO™) inspection in September 2011 which resulted in continuing approvall

and ISO certification through May 2013. In December 2010 / January 2011 we underwent an

FDA audit; all ﬁﬁdings from the audit were satisfactorily addressed.” However, Defendants
actively concealed the following:

(a) However, Defendants’ site has been inspectéd 7 times since 06/25 -

07/09/2002. The most recent FDA audit occurred on 05/30 - 06/26/2013. The

FDA has issued 4 Form 483 inspectianal observations.

. |
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(b) 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 . "

(c) Most egregiously, Defendants was issued another Form 483 when 'lt
“erroneously used non-conforming material.”  Defendants activel
concealed this and was issue another Form 483 for “failing to adequatel
document the situation.” See Investigative Report attached hereto as Exhib

uc "
.

(d) However, Defendants® facility was also issued a violation as it

uses pre-sterile and post-sterile cages.” See Notice of Violation attacheji

hereto as Exhibit “D."”

(e) However, Defendants also was issued a violation when it “failed to obtain 4
valid license...prior to manufacturing medical devices.” Defendants were
manufacturing devices for three years without a license. See Notice o

Violation attached hereto as Exhibit “D,”

(f) Defendants failed to notice the FDA of their internal excel file containing

16,047 entries of complaints.

(g) Defendants were issued Form 483’s for not disclosing MDR’s to the FDA foi
perforations, migrations and instances where Essure broke into pieces; werg
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.

123, The subsequent negligence claims are not products liability causes of action. The
claims have nothing to do with the Essure product or its invalid CPMA, but rather (1) thd
failure of Defendants to adequately train and instruct the implanting physician and/or (2) the fact
that Defendants provided the implanting physician, who was not a hysteroscopist, with

hysteroscopic equipment in order to sell their product and/or (3) Defendants’ unreasonably;

dangerous distribution of Essure.
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NEGLIGENT TRAINING — COUNT I

124.  Plaintiff re-alleges and re-incorporates the preceding Paragraphs.

125.  First, Defendants undertook an independent duty to train physicians on how t?'

properly use its device to place the micro-inserts and in hysteroscopy. ;

126. In fact, Defendants (1) created a “Physician Training Manual™; (2) created &
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 Plaintiff that‘ “Physicians must be signed}
off to perform Essure procedures.”

127.  Defendants had a duty to adequately train the implanting physician on how td
place Essure using its own delivery system and oversee this particular procedure, In addition|
considering Defendants were providing the implanting physician with sophisticated
hysteroscopic equipment, Defendants also had a duty to train the physician in hysteroscopy in
reasonably safe manner or at the very least ensure that the implanting physician was competen

in hysteroscopy before providing them with the hysteroscopic equipment needed to place Essure

Defendants also had a duty to disclose adverse events to the physcians so that they in turn coulci
properly advise their patients of the actual risks.

128, Defendants breached this duty by (1) failing to adequately. train Plaintiffs
implanting physician on how to place the micro-inserts, including providing training different
from than that of the “Physician Training Manual”; (2) failing to supervise the procedure; (3
failing to train Plaintiffs physician on how to use the hysteroscopic equipment provided by

Defendants; and (4) failing to advise implanting physicians of the adverse events and nond

conforming product.
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129.  This breach caused Plaintiff’s damages.” Specifically, the Essure device migrategd
from PlaintifPs fallopian tubes to her uterus/rectum, requiring five hospitalizations and ah
eventual hysterectomy. Plaintiff now also suffers from auto-immune and adhesion disorders.

130.  As a result of Defendants’ negligence, .individually, jointly, and severally,
Plaintiff sustained the following injuries all of which could be permanent in nature:
hysterectomy, auto-immune disorders, and adhesion disorders.

131.  As a result of Defendants’ negligence, individually, jointly, and severally,
Plaintiff had to undergo numerous surgical procedures, diagnostic procedures, and may have to
ﬁndergo surgeries, diagnostic testing, treatment and rehabilitation into the indefinite future.

132, As a result of Defendants’ negligence, individually, jointly, and severally
Plaintiff sustained significant pain and suffering, both physical and mental, and will continue tg
do so into the indefinite future.

133.  Plaintiff has been forced to expend significant sums of money for treatment of the
multitude of surgeries, testing, medicine, therapies along with related expenses, all to he
significant financial detriment and loss, and she may have to endure significant financia
expenditures into the foreseeable future.

134,  Plaintiff has 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, Plaintiff demand judgment in their favor and against the
Defendants for an amount in excess of $50,000.00 each, compensatory damages, delay damages;

attorney’s fees and costs of suit in an amount to be determined upon the trial of this matter,
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NEGLIGENT ENTRUSTMENT — COUNT II

135 Plaintiff re-alleges and re-incorporates the preceding Paragraphs,

136.  Second, Defendants also provided and entrusted sophisticated hysteroscopi

(2]

equipment to the implanting physician in order to sell its product.
137. The implanting physicién was not competent to use such complicated devices,
Defendants were aware of this, and provided the equipment anyway in order to sell its product.
138.  Specifically, Defendants entered into agreements with Johnson & Johnson Col,
Olympus America, Inc., Richard Wolf Medical Instruments Corp., and Karl Storz Endoscopy,
America, Inc. to (1) obtain specialized hysteroscopic equipment to then give to physicians and
(2) to increase its sales force to promote Essure.
139, According to Defendants, these agreements allowed Defendants to “gain market
presence.,.and expand ... market opportunity by driving adoption among a group of physicians.’

140. 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.
141.  Defendants invested $5 million in capital' expenditures related to purchases of
hysteroscopy equipment to “hand out” to physicians. SEC Form 10-K filed on 3/15/11 by
Defendants.
142, Moreover, Defendants stated: “We train and provide programs and all the
elements that go into successful experience by the patient, including office staff training
equipment selection and other procedure room infrastructure, physician counseling skills,

reimbursement and referral network building. Defendants’ 04 2009 Earnings Call Transcript.
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143.  Defendants had a duty not to provide sophisticated hysteroscopic equipment to
the implanting physician who was not qualified to use such equipment. The implanting
physician was not an expert hysteroscopist nor comi)etent to use such equipment. Defendants
were aware of this dangerous condition but provided the physician with the equipment in orde‘ T
to sell its product.

144. Defendants breached its duty by providing the implanting physician with
hysteroscopic equipment in an effort to sell its product. Defendants also failed to reasonably

investigate whether or not the implanting physician was competent to use such equipment.

145.  This breach caused Plaintiff’s damages. Specifically, the Essure device migrate

=

from Plaintiff’s fallopian tubes to her uterus/rectum, requiring five hospitalizations and an
eventual hysterectomy. Plaintiff now also suffers from auto-immune and adhesion disorders.

146, As a result of Defendants’ negligence, individually, jointly, and severally,
Plaintiff sustained the following injuries all of which could be permanent in nature
hysterectomy, auto-immune disorders, and adhesion disorders.

147. As a result of Defendants’ negligence, individually, jointly, and severally
Plaintiff had to undergo numerous surgical procedures, diagnostic procedures, and may have tq
undergo surgeries, diagnostic testing, treatment and rehabilitation into the indefinite future.

148. As a result of Defendants’ negligence, individually, jointly, and severally
Plaintiff sustained significant pain and suffering, both physical and mental, and will continue td
do so into the indefinite future,

149.  Plaintiff has been forced to expend significant sums of money for treatment of the

multitude of surgeries, testing, medicine, therapies along with related expenses, all to het
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significant financial detriment and loss, and she may have to enduré significant ﬁnanci«;.ll

expenditures into the foreseeable future. - |
150.  Plaintiff has suffered a significant decrease in her ability to eam money in the

future, as well as a significant loss of earning capacity.

WHEREFORE, for the above reasons, Plaintiff demand jngment in their favor and against

Defendants for an amount in excess of $50,000.00 each, compensatory damages, delay damages,

attorney’s fees and costs of suit in an amount to be determined upon the trial of this matter

NEGLIGENT DISTRIBUTION / OVERPROMOTION — COUNT IiI

151,  Plaintiff re-alleges and re—incoqﬁorates the preceding Paragraphs.
152, Defendants had a duty to distribute and promote Essure in a reasonably safL
manner.
153. Defendants breached this duty by requiring the implanting physician to purchase
two (2) Essure “kits” per month regardless of whether they used them or not and by
contracting with third parties from the hysteroscopic manufacturers to promote Essure who were
not competent to perform the same.
154. This was an unreasonably dangerous and negligent distribution plan aimed solely
at capturing the market with reckless disregard for the safety of the public and Plaintiff,
155. This was an unreasonably dangerous distribution scheme as it compelled thg
implanting physician to sell two (2) devices per month at the expense of Plaintiff’s safety and
well-being and also entailed representatives of third parties, who did not knowledge of Essure, to
promote Essure,
156. Defendants also breached this duty by promoting Essure as described in preceding

Paragraphs.
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157. Defendants also breached this duty by (1) negligently distributing Essure againgt

'FDA order and sections 501(f), 502(q) and (1) of the FD&C Act by marketing and selling a‘L\
adulterated product; (2) promoting Essure through representatives of the hysteroscop:c
equipment manufacturers, who were not adequately trained nor had sufficient knowledge
regarding Essure; (3) failing to report and actively concealing 8 perforations and the 16,04
complaints which occurred s a result of Essure and the ; (4) erroneously using non-conforming
material in the manufacturing of Essure; (5) failing to use pre-sterile and pc;st~steri1e cages; ()
manufacturing Essure at an unlicensed facility and (7) manufacturing Essure for three years
without a license to do so.
158. This breach caused Plaintiff damage. Specifically, the Essure device migrated

from Plaintiff’s fallopian tubes to her uterus/rectum, requiring five hospitalizations and an
eventual hysterectomy. Plaintiff now also suffers from auto-immune and adhesion disorders.
"159. As a result of Defendants’ negligence, individually, jointly, and severally,
Plaintiff sustained the following injuries all of which could be permanent in nature}
hysterectomy, auto-immune disorders, and adhesion disorders.
160. As a result of Defendants’ negligence, individually, joinﬁy, and severally!
Plaintiff had to undergo numerous surgical procedures, diagnostic procedures, and may have tg
undergo surgeries, diagnostic testing, treatment and rehabilitation into the indefinite future.
161,  As a result of Defendants’ negligence, individually, jointly, and severally,
Plaintiff sustained significant pain and suffering, both physical and mental, and will continue tg
do so into the indefinite future.

162. Plaintiff has been forced to expend significant sums of money for treatment of the

multitude of surgeries, testing, medicine, therapies along with related expenses, all to he
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significant financial detriment and loss, and she may have to endure significant financihl
expenditures into the féreseeable future,

163.  Plaintiff has 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, Plaintiff demand judgment in their favor and against the
Defendants for an amount in excess of $50,000.00 each, compensatory damages, delay damages,
attorney’s fees and costs of suit in an amount to be determined upon the trial of this matter.

NEGLIGENCE- RISK MANAGEMENT- COUNT IV

164,  Plaintiff re-alleges and re-incorporates the preceding Paragraphs.

165. Defendant had a duty to prepare and have in place a risk management procedurg
to deal with consumer complaints.

166. Defendant breached this duty by not having in place such procedure,

167, This is evidenced by FDA findings which reported that Defendant was failing t¢

S

report consumer reports to the FDA, The FDA obtained an internal excel spreadsheet containing
16,047 entries for complaints which were not reported as MDR’s to the FDA, The FDA noteq
violations of the FDCA for such act. Specifically, Defendants were: “not reporting complaints
in which their product migrated from the fallopian tube in to the peritoneal cavity ... the firn
did not consider these complaints in their risk analysis ... and failed to document CAPA
activities for a supplier corrective action.”

168.  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 fon

Essure didn't include as a potential failure mode or effect, location of the micro-insert coil in the
P

peritoneal cavity. This was actively concealed by Defendants.
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169.  On January 6, 2011, Defendants were cited for not documenting Corrective and
Preventive Action Activities. Specifically, the FDA found thaf there were failures in

Defendants’ Design. The FDA also found that Defendants’ CAPA did not mention the non

t

conformity of materials used in Essure or certain detachment failures. The FDA found that

Defendants’ engineers learned of this and it was not documented. This was actively concealed by

Defendants.

170, On July 7, 2003, Defendants were cited for not analyzing to identify existing an

Yot

~—

potential causes of non-conforming product and other quality problems. Specifically, two la

history records showed rejected raw material which was not documented on a quality assuranc|

1V

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), This was
actively concealed by Defendants.
171.  On July 7, 2003, Defendants were cited for not following procedures used to
contrel products which did not confirm to specifications.
172. This was an unreasonably dangerous and negligent as it put Plaintiff a
unnecessary risk of injury.
173.  This breach caused Plaintiff’s damages. Specifically, the Essure device migrated
from Plaintiff’s fallopian tube resulting in a hospitalization and hysterectomy. Plaintiff alsq
suffered from severe pelvic pain, night sweats, numbness and tingling, and weight gain. Had
Plaintiff known of 16,000 complaints she would not have had the device implanted,
174.  As a result of Defendants’ negligence, individually, jointly, and severally,
Plaintiff sustained the following injuries all of which could be permanent in nature:

hysterectomy, auto-immune disorders, and adhesion disorders.
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175.  As a result of Defendants’ negligence, individually, jointly, and severally,
Plaintiff had to undergo numerous surgical procedures, diagnostic procedures, and may have to
undergo surgeries, diagnostic testing, treatment and rehabilitation into the indefinite future.

176.  As a result of Defendants’ negligence, individually, jointly, and severally,
Plaintiff sustained significant pain and suffering, both physical and mental, and will continue to
do so into the indefinite future.

177.  Plaintiff has been forced to expend significant sums of money for treatment of the
multitude of surgeries, testing, medicine, therapies along with related expenses, all to her
significant financial detriment and loss, and she may have to endure significant financigl
expenditures into the foreseeable future.

178.  Plaintiff has 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, Plaintiff demand judgment in their favor and against the
Defendants for an amount in excess of $50,000.00 each, compensatory damages, delay damages}
attorney’s fees and costs of suit in an amount to be determined upon the trial of this matter.

179.  Inshort, Defendants (1) failed to adequately train the physicians on how to use its
delivery system (including providing training different from its manual) and the hysteroscopig
equipment manufactured by a third party; (2) provided specialized hysteroscopic equipment td
the implanting physician who was 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. As a direct and proximate cause of this, Plaintiff suffered damages.
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BREACH OF EXPRESS WARRANTIES — COUNT V

180.  Plaintiff re-alleges and re-incorporates the preceding Paragraphs.
181. Under PA law, both state and federal courts have held that Plaintiff’s claims for
breach of express warranties are not preempted by the MDA. Rosci v Acromed, Inc., 447 Pa,
Super. 403 (1995); Bentzley v Medtronic, 4Inc., 2011 U.S. Dist. Lexis 136570 (E.D. Pa. Nov. Zg,
2011).
182. The FDA’s CPMA order confirms this; the FDA “does not evaluate information
related to contractual Hability warranties, however you should be aware that any such
warranty statements must be truthful, accurate, and not misleading, and must be consistent with
applicable Federal and State laws,”
183. This claim arises out of injuries caused by Defendants’ express warranties toL
Plaintiff which were specifically negotiated and expressly communicated to Plaintiff by
Defendants or its agents in such a manner that Plaintiff understood and accepted them.
184. Plaintiff relied on the warranties mentioned supra.
185. Defendants’ “affirmations of fact or promise” and “descriptions” as described in
“Facts and Warranties” regarding Essure created a basis of the bargain for Plaintiff.
186. The warranties were specifically negotiated and expressly communicated tq
Plaintiff in such a manner that Plaintiff understood and accepted them. |
187. As a result of Defendants’ warranties and Plaintiffs reliance on same, Plaintiff
has suffered damages. Specifically, the Essure device migrated from Plaintiff’s fallopian tubeg
to her uterus/rectum, requiring five hospitalizations and an eventual hysterectomy. Plaintiff now

also suffers from auto-immune and adhesion disorders.
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188.  As a result of Defendants’ breaches, individually, jointly, and severally, Plaintiff
sustained the following injuries all of which could be permanent in nature: hysterectomy, autc|)~
immune disorders, and adhesion disorders. |

189.  As a result of Defendants” breaches individually, jointly, and severally, Plaintiff
had to undergo numerous surgical procedures, diagnostic procedures, and may have to undergp
surgeries, diagnostic testing, treatment and rehabilitation into the indefinite future.

190.  As a result of Defendants’ breaches, individually, jointly, and severally, Plaintiff
sustained significant pain and suffering, both physical and mental, and will continue to do so intb
the indefinite future,

191.  Plaintiff has been forced to expend significant sums of money for treatment of the
multitude of surgeries, testing, medicine, therapies along with related expenses, all to her
significant financial defriment and loss, and she may have to endure significant financial
expenditures into the foreseeable future.

192.  Plaintiff has suffered a significant decrease in her ability to eamn money in the
future, as well as a significant loss of earning capacity.
WHEREFORE, for the above reasons, Plaintiff demand judgment in their favor and against thg
Defendants for an amount in excess of $50,000.00 each, compensatory, incidental
consequential, including pain and suffering which was a foreseeable consequential damages|
delay damages, attomey’s fees and costs of suit in an amount to be determined upon the trial of
this matter.

PA UNFAIR TRADE PRACTICES AND CONSUMER PROTECTION — COUNT VI

193,  Plaintiff re-alleges and re-incorporates the preceding Paragraphs.

194, Plaintiff had purchased Essure and had the same inserted in her.
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195, This transaction was for a good, Essure,

196.  Essure was inserted into Plaintiff primarily for personal purposes.

197.  Plaintiff suffered damages arising from the purchase and insertion of Essure.

198.  Moreover, Plaintiff’s loss was caused by justifiable reliance on deceptive condua‘t,
specifically the warranties and advertisements outlined in the preceding paragraphs and the
active concealment of adverse incidents, use on non-confirming product, and incomplete risk

analysis.

|52

199. As a result of Defendants’ unfair trade practices, individually, jointly, an
severally, Plaintiff sustained the following injuries all of which could be permanent in hature:
hysterectomy, auto-immune disorders, and adhesion disorders.

200. As a result of Defendants’ unfair trade practices, individually, jointly, an
severally, Plaintiff had to undergo numerous surgical procedures, diagnostic procedures, ang
may have to undergo surgeries, diagnostic testing, treatment and rehabilitation into the indefinite
future.

201, As a result of Defendants’ unfair trade practices, individually, jointly, and
severally, Plaintiff sustained significant pain and suffering, both physical and mental, and wil
continue to do so into the indefinite future.

202, Plaintiff has been forced to expend significant sums of money for treatment of the
‘multitude of surgeries, testing, medicine, therapies along with related expenses, all to hexr
significant financial detriment and loss, and she may have to endure significant financial
expenditures into the foreseeable future.

203. Plaintiff has 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, Plaintiff demand judgment in their favor and against tHe

Defendants for an amount in excess of $50,000.00 each, treble damages, compensatory,
incidental, consequential, including paih and suffering which was a foreseeable consequentiell
damages, delay damages, attorney’s fees and costs of suit in an amount to be determined upop
the trial of this matter.

FRAUDULENT CONCEALMENT- COUNT VII

204. Plaintiff re-alleges and re-incorporates the preceding Paragraphs.

205. Plaintiff did not discover the fraud until Sept, 29, 2014 beginning the relevant
statute of limitations.
206, Under PA law, fraudulent concealment is simply a type of fraudule L
misrepresentation, the concealment substituting for the false words. Active concealment :l(
defects is the legal equivalent to an affirmative misrepresentation.
(8) First and specifically, Defendants fraudulently concealed 16,047 complaints

from Plaintiff reéarding Essure where pain was experienced by consumers

This concealment took place at 331 E Evelyn Ave. Mountain View, CA 94041

1530 and was uncovered by the FDA duriﬁg the following time period

5/30/2013 - 6/26/2013.

(b) This concealment was memorialized by Timothy Grome on 6/26/2013 in an
Establishment Inspection Report by the FDA where he states, specifically: “the

inspection found that the firm was mot 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 CAFPA activities,”
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(c) Second and specifically, Defendants fraudulently concealed 8 perforations

o

which occurred as a result of Essure and which Defendants failed to disclos

to Plaintiff and even the FDA. This concealment took place at 331 E Evely

=]

Ave, Mountain View, CA 94041-1530 and was uncovered by the FDA,
specifically, Lana Widman, on 1/25/11.
(d) This concealment was memorialized by Lana Widman on 1/25/11 in an

Investigative Report and Form 483 by the FDA where she states, particularly

3

“the firm had not properly evaluated eight complaints of peritoneal perforatio

h=}

for reporting to the FDA as an adverse event. Also, the firm’s risk analysis di

[ =

not include an evaluation of the risk associated with perforation of th

L4

peritoneal cavity.”
(e) Third and specifically, on January 6, 2011, the FDA issued a violation th
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.”” These failures includec&
incidents regarding perforation of bowels, Essure coils breaking into pieces
and Essure coils migrating out of the fallopian tubes. Defendants had notice of
168 perforations but only disclosed 22 to the FDA. 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.

() This concealment is memorialized in Exhibits “F’* and “G.”
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(g) Fourth and specifically, On Januvary 6, 2011, Defendants were cited for npt
documenting Corrective and Preventive Action Activities. Specifically, the
FDA found that there were failures in Defendants’ Design. The FDA algo

found that Defendants® CAPA did not mention the non-conformity of materia

w

used in Essure or certain detachment failures. The FDA found that
Defendanfs’ engineers learned of this and it was not documented.

(h) This concealment is memorialized in Exhibits “F” and “G.”
207, Defendants had a duty to disclose the specific perforations under federal, state and

administrative law. Moreover, the circumstances surrounding the concealment imposed a duty t

¥

disclose to Plaintiff and Defendants remained silent.

208, Defendants intentionally concealed the complaints and non-comforming produg

-

so that it would induce Plaintiff to have Essure implanted.

209, Plaintiff justifiably relied on the active concealment. Specifically, Plaintiff would
have never had Essure implanted had she been aware that there were 8 perforations of huma+
cavities or that there had been 16,047 complaints regarding Essure. Accordingly, the matters
concealed were material.

210.  As a proximate result, Plaintiff suffered damages. Specifically, the Essure deviceL
migrated from Plaintiff’s fallopian tubes to her uterus/rectum, requiring five hospitalizations and
an eventual hysterectomy. Plaintiff now also suffers from auto-immune and adhesion disorders.

211.  As a result of Defendants’ fraud, individually, jointly, and severally, Plaintiff
sustained the following injuries all of which could be permanent in nature: hysterectomy, autos

immune disorders, and adhesion disorders.
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212.  As aresult of Defendants’ fraud, individually, jointly, and severally, Plaintiff had

to undergo .numerous surgical procedures, diagnostic procedures, and may have to underﬁo

surgeries, diagnostic testing, treatment and rehabilitation into the indefinite future.

213.  As a result of Defendants’ fraud, individually, jointly, and severally, Plaintiff

sustained significant pain and suffering, both physical and mental, and will continue to do so info

the indefinite future,

214, Plaintiff has been forced to expend significant sums of money for treatment of the
multitude of surgeries, testing, medicine, therapies along with related expenses, all to her

significant financial detriment and loss, and she may have to endure significant financial

expenditures into the foreseeable future.

215. Plaintiff has suffered a significant decrease in her ability to eam money in the

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

Defendants for an amount in excess of $50,000.00 each, compensatory, incidentak

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

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

this matter.

FRAUD MISREPRESENTATION- COUNT VIII

216. Plaintiff re-alleges and re-incorporates the preceding Paragraphs.
217. Plaintiff did not discover the fraud until Sept. 29, 2014 beginning the relevan
statute of limitations.
218. Defendants made a misrepresentation, a fraudulent utterance thereof, which are

specifically outlined in the preceding paragraphs.
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219.  Under PA law, fraud may be established even where there is an innocently made
misrepresentation so long as it relates to a material matter. Pleading the materiality of the
misrepresentation substitutes for pleading the fraudulent utterance thereof.

220. In the alternative, the representations were material to Plaintiff having Essuge
placed as she would not have had the device inserted had she none of the misreprescntationé.

221. Defendants intentionally made the statements so that Plaintiff would be induced
to have Essure implanted in her.

222,  Plaintiff justifiably relied on the misrepresentations. Specifically, Plaintiff would
have never had Essure implanted had she been aware that there were 8 perforations of human

cavities, that there had been 16,047 complaints regarding Essure, or the falsity of th

W

representations specifically delineated in the preceding paragraphs.

223, Asa proximate result, Plaintiff suffered damages. Specifically, the Essure devic

W

migrated from Plaintiff’s fallopian tubes to her uterus/rectum, requiring ﬁ\{e hospitalizations and
an eventual hysterectomy, Plaintiff now also suffers from auto-immune and adhesion disorders.

224.  As a result of Defendants’ fraud, individually, jointly, and severally, Plaintiff
sustained the following injuries all of which could be permanent in nature: hysterectomy, autot
immune disorders, and adhesion disorders.

225, As aresult of Defendants’ fraud, individually, jointly, and severally, Plaintiff had
to undergo numerous surgical procedures, diagnostic procedures, and may have to undergg
surgeries, diagnostic testing, treatment and rehabilitation into the indefinite future,

226, As a result of Defendants’ fraud, individually, jointly, and severally, Plaintiff
sustained significant pain and suffering, both physical and mental, and will continue to do so intd

the indefinite future,
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|
227.  Plaintiff has been forced to expend significant sums of money for treatment of t]?e

multitude of surgeries, testing, medicine, therapies along with related expenses, all to hi:r
significant financial detriment and loss, and she may have to endure significant financipl
expenditures into the foreseeable future.

228,  Plaintiff has 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, Plaintiff demand judgment in their favor and against the
Defendants for an amount in excess of $50,000.00 each, compensatory, incidental

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

=

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

this matter,

NEGLIGENT MISREPRESENTATION~ COUNT IX

229.  Plaintiff re-alleges and re-incorporates the preceding Paragraphs.

230. Plaintiff did not discover the misrepresentations until Sept. 29, 2014 beginnin;

i)

the relevant statute of limitations.
231, Defendants made misrepresentations which are specifically outlined in the
preceding Paragraphs.
232, Plaintiff justifiably relied on the misrepresentations. Specifically, Plaintiff would
have never had Essure implanted had she been aware that there were 8 perforations of humar
cavities, that there had been 16,047 complaints regarding Essure, or the falsity of thd

representations specifically delineated in the preceding paragraphs.
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233.  As a proximate result, Plaintiff suffered damages. Specifically, the Essure deviﬁe

migrated from Plaintiff’s fallopian tubes to her uterus/rectum, requiring five hospitalizations an

[= N

v

an eventual hysterectomy. Plaintiff now also suffers from auto-immune and adhesion disorders

234, Asaresult of Defendants’ misrepresentations, individually, jointly, and severally,
Plaintiff sustained the following injuries all of which could be permanent in naturg;
hysterectomy, auto-immune disorders, and adhesion disorders.

235, As aresult of Defendants’ misrepresentations, individually, jointly, and severally

Plaintiff had to undergo numerous surgical procedures, diagnostic procedures, and may have t

CJ

undergo surgeries, diagnostic testing, treatment and rehabilitation into the indefinite future.
236, As aresult of Defendants’ misrepresentations, individually, jointly, and severally
Plaintiff sustained significant pain and suffering, both physical and menta), and will continue to

do so into the indefinite future.

L4

237.  Plaintiff has been forced to expend significant sums of money for treatment of th
multitude of surgeries, testing, medicine, therapies along with related expenses, all to her
significant financial detriment and loss, and she may have to endure significant financial
expenditures into the foreseeable future.

238,  Plaintiff has suffered a significant decrease in her ability to eam money in the
future, as well as a significant loss of earning capacity,
WHEREFORE, for the above reasons, Plaintiff demand judgment in their favor and against the
Defendants for an amount in excess of $50,000.00 each, compensatory, incidental
consequential, including pain and suffering which was a foreseeable consequential damages

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

this matter.
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STRICT LIABILITY- COUNT X

239.  Plaintiff re-alleges and re-incorporates the preceding paragraphs.

240, Defendants sold Essure to Plaintiff new,

241. Defendants expected Essure to reach Plaintiff in the same condition it was in
when it left its custody and control.

242,  Plaintiff maintained Essure in a condition which was without substantial chan%e
from its condition wheﬁ it left the custody and control of Defendants.

243. Defendants manufactured, supplied, warranted, sold, and placed on the markst
and into the stream of commerce a defective and unreasonably dangerous product, knowing thdt
Essure would reach consumers without substantial change in the condition in which it was sole
and that, at the time Essure left Defendants’ control, it was defective and in an unreasonably
dangerous condition.

244. When Defendants researched, designed, tested, developed, manufactured,
supplied, warranted exported, imported, assembled, marketed, advertised, distributed and/or solT
Essure, they were aware that it was. not reasonably safe and effective.

245,  Defendants have known, and knew at the time of manufacture of Essure, that it
posed a serious and imminent danger to the lives and safety of consumers.

246. Defendants have known, and knew at the time of manufacture of Essure, that a
safe and effective Essure, free from defect, must contain effective and adequate warnings and
safety devices designed to prevent, and which actually prevent harm to Essure consumers.

247, 'The aforementioned Essure was not equipped with every element necessary to

make it safe for its reasonably foreseeable uses.
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248, The aforementioned Essure was defective and unsafe in that it was not safe for its
reasonably foreseeable uses in that it subjected Plaintiff to serious injuries when the
aforementioned product was used and/or serviced in an intended and foreseeable manner.
Essure’s defects as well as the Defendants® failures include, but are not limited to, as follows:

(a) designing, manufacturing, assembling, marketing, selling and
" distributing Essure;

(b) Essure is defective in design because it is defectively

designed to malfunction during foreseeable use including implementation
and can migrate and break;

(¢) Not using conforming materials and then failing to document the same;

(d) Such other acts or omissions as may be ascertained through discovery, or
as may be demonstrated by the evidence adduced at trial.

249. Defendants are strictly liable to Plaintiffs pursuant to Section 402A of the

Restatement (Second) of Torts.

250, The defective condition of Essure was the factual cause of Plaintiffk

hysterectomy and pregnancy.

251, Defendants failed to adequately test the product prior to manufacturer, marketing,
distributing and failed to test the product subsequent to assembling, including consistent with
CPMA conditions.

252. Defendants failed to adequately instruct the implanting physician.

253. Defendants failed to adequately visually inspect Essure after completion of
assembly,

254. Defendants failed to adequately visually inspect Essure immediately prior to

delivery to the Plaintiff,
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255. Defendants’ failure to ‘perform adequate testing, inspections and give adequate
and appropriate information, warning and directions was a direct and proximate cause of the
severe and permanent injuries sustained by Plaintiff.

256, Upon information and/or belief, when Essure was manufactured, Defendants had!
the technological capability to design and manufacture Essure in a reasonably safe manner.

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

258. Defendants manifested a conscious or reckless disregard for the rights of others
and a conscious or reckless imposition of the risk of death or serious bodily injury upon the users
of its product by:

(a) failing to design the Essure in a reasonably safe manner;

(b) failing to supply wamings and/or adequate directions or warnings and by
providing directions inconsistent with its CPMA.;

(d) failing to equip Essure with materials that would not easily
become damaged, migrate, and/or deteriorate over time;

(e) failing to warn of the same;

()  failing to use conforming material.

259.  As a proximate result, Plaintiff suffered damages. Specifically, the Essure devide
migrated from Plaintiff’s fallopian tubes to her uterus/rectum, requiring five hospitalizations and
an eventual hysterectomy. Plaintiff now also suffers from auto-immune and adhesion disorders

260. As a result of Defendants’ strict liability, individually, jointly, and severally,

Plaintiff sustained the following injuries all of which could be permanent in nature:

hysterectomy, auto-immune disorders, and adhesion disorders.
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261. A% a result of Defendants® strict liability, individually, jointly, and severally,
Plaintiff had to undergo numerous surgical procedures, diagnostic procedures, and may have to
undergo surgeries, diagnostic testing, treatment and rehabilitation into the indefinite future,

262, As a result of Defendants’ strict liability, individually, jointly, and severally,
Plaintiff sustained significant pain and suffering, both physical and mental, and will continue to
do so into the indefinite future.

263.  Plaintiff has been forced to expend significant sums of money for treatment of the
multitude of surgeries, testing, medicine, therapies along with related expenses, all to hér
significant financial detriment and loss, and she may have to endure significant financial
expenditures into the foreseeable future.

264,  Plaintiff has suffered a significant decrease in her ability to earn money in th

[+]

future, as well as a significant loss of earning capacity.
WHEREFORE, for the above reasons, Plaintiff demand judgment in their favor and against the
Defendants for an amount in excess of $50,000.00 each, compensatory, incidenta,
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 ¢f
this matter.

NEGLIGENT DESIGN- COUNT XI

265, Plaintiff re-alleges and re-incorporates the preceding Paragraphs.
266, Plaintiff’s injuries were caused by the negligent and reckless conduct of the
Defendants in researching, testing, designing, developing, manufacturing, importing, marketing

DY

advertising, distributing, assembling and selling Essure and by engaging in the followin

L]

negligent and reckless conduct, all of which hinge on violations of FDA requirements:
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(a) Failing to design a safe and effective micro insert;

(b) Carelessly and negligently selling and distributing Essure
in violation of the CPMA and federal law;

(c) Carelessly and negligently selling and distributing Essure;

(d) Carelessly and negligently selling and distributing Essure which migrated
and/or broke;

(e) Carelessly and negligently selling and distributing Essure
that violated the CPMA.

(k) In breach of their duty, negligently inéorporated into the design and
assembly of the Essure parts that could not stand up to normal
usage; failed to design, develop, manufacture, market, sell and
distribute Essure such that it would not injure users; and
negligently failed to properly design, develop and manufacture the
component parts; and

(D Such other acts or omissions constituting carelessness, negligence,
recklessness and gross negligence as may be ascertained through
discovery, or as may be demonstrated by the evidence adduced at trial.

267. Defendants failed to adequately test and/or visually inspect the product
prior to manufacture, marketing and distributing, and failed to test the product subsequent
to assembly and/or immediately prior to delivery to Plaintiff.

268. Defendants’ failure to perform adequate testing and to give adequate and
appropriate information, warning and directions was a direct and proximate cause of the
severe and permanent injuries sustained by Plaintiff.

269. At all times referenced herein, Defendants and each of them were acting
as agents and employees of each of the other Defendants and were acting within the

scope, purpose and authority of that agency and employment and with full knowledge,

permission and consent of each other defendant.
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270. As a result of Defendants’ negligence, individually, jointly, and severally,

Plaintiff sustained the following injuries all’ of which could be permanent in nature:
hysterectomy, auto-immune disorders, and adhesion disorders.
271. As a result of Defendants’ negligence, individually, jointly, and severally,

Plaintiff had to undergo numerous surgical procedures, diagnostic procedures, and may have ¢

(=}

undergo surgeries, diagnostic testing, treatment and rehabilitation into the indefinite future,

272.  As a result of Defendants’ negligence, individually, jointly, and severally,
Plaintiff sustained significant pain and suffering, both physical and mental, and will continue fo
do so into the indefinite future,

273. Plaintiff has been forced to expend significant sums of money for treatment of the
multitude of surgeries, festing, medicine, therapies along with related expenses, all to her
significant financial detriment and loss, and she may have to endure significant financial

expenditures into the foreseeable future.

1]

274.  Plaintiff has suffered a significant decrease in her ability to earn money in th
future, as well as a significant loss of earning capacity.

WHEREFORE, for the above reasons, Plaintiff demand judgment in their favor and against th

[}

Defendants for an amount in excess of $50,000.00 each, compensatory, incidental,
consequential, including pain and suffering which was a foreseeable consequential damages
delay damages, attorney’s fees and costs of suit in an amount to be determined upon the trial ¢f
this matter,

DEMAND FOR JURY TRIAL

Plaintiff demand a jury trial with regards to all claims.

DATED this " day of Dec., 2014.
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VERIFICATION

1, Hesther Walsh, hereby verify that Y am.the Plaintiffin this matter and that ths facts sef
forth in thls Complaint are true amd correct bassd upon my knowledgs, information, and belief. X
upderstand that this Verification is subject to the penalties set foith in 18 Pa.C.S, § 4904 relating

to unswormn falsification to authorities.

16 Dee 2014 W@P

Date X Heather Walsh
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Respectfully submitted,

By:

=
¢ELD W, Lﬁ{
ames J. MicEldrew, 111, Eseuire
JAtty ID 1
Thomas A, Dinan, Esquire
Atty ID#91344
123 South Broad Street, Suite 1920
' Philadelphia, PA 19109
. (215) 545-8800
jim@meeldrewlaw.com

tdinan@mceldrewlaw,com

KOCH PARAFINCZUK & WOLF
Marcus Susen, Esq.

Attny ID# 70789

Justin Parafinczuk, Esq.

Attny ID # 39898

110 E. Broward Blvd. Suite 1630
Fort Lauderdale, F1. 33301

(954) 462-6700

Susen@kpwlaw.com
Parafinczuk@kpwlaw.com
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SERVICE LIST

Registered Agents:

Bayer Healthcare, LLC
Corporation Setvice 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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STATE OF CALIFORNIA HEALTH AND KUMAN SERVICES AGENCY
DEPARTMENT OF PUBLIC HEALTH
PQOD AND DRUG BRANCH
Madlca) Devics Bafety & Youth Tobacea Enforcement Ssetian 7
Medleal Davlos Safely UnR /

INVESTIGATIVE REPORT
inspaction Dats(s): 121120194
Firm Nama:  Conceplus, ine. DBA: NA
Straat Addrass: 331 East Evelyn Avenus Clty: Mountaln View Zip Code: 84041
Interviswed/Titte:  Henry Blshap Phone B:  §50-8624000
X Quallty Manﬁger o o . .
INSPECTIONTYPE [J MewLlcense [T] New Lic Reinep Ronewal [1Relnsp [JComplaint [JRacall
[ qher: . _
LICENSE INFORMATION HMDR LUcensa f: Exp Data: FDACFK &
OtherFOBLI/Reg#:  [KlDavice #: 45138 [Jorug#: Clerre:
DISCUSSION

The frm, Concaplus Inc., hag malntalned a medical devica manufacturing license, 45138, since 2008. The
manufaciures a Class I medical device, spacifically, the Essure Systam for parmanent birth control in women,
curent Ingpaction was condueted ss a renewal Inspaciion pursuant {0 HSC 111635(b). Sald seciion states that
Department shall inspact each placa of business lcensad under Section 111815 once every two years.

Upon Initiatian of tha inspectian, credentials weare presanted to Tarhan Kayihan, Sr Rsqulatety Quality Engineer,
Henry Bishop, Quality Manager. Mr. Blahop stated that the US FDA had conducted a 15-day, For Cause, In

In Qecember 2010. Bacause this racent inspection thoroughly reviewed all aspects of the finw's qually syatem,
curent Inspection was flmited to the four ebservations Included on the FDA 483 inspectional Obsarvations
and the firm’s responsa to the obsaevations.

Tha FOA's Inspection was conducied In responss to a discrepancy notad during an Inspection of the firm's con
manufacturer SRR, (ocated In PESIERENED. ﬂhad basn found to have erronecusly used nod-
conforrming material in a valldalian protacol without sdequabely documenting the disposition of the material, The Fi
zec? Inspectad Concaptus to determine if the non-confarming material was properly guarantined at the Mountain Vi
ity.

The FDA Inapection did not note any deflclancles with ragard tha firm's handling of non-conforming material
issued an observation to the firm for falling to adequatsly document the situafion in a separate CAPA. The Hi
corractad this discrepancy prior to the close of the Inspection.

The additional three abservations noted on the 483 were afl related to a single Issue. Specifically, the investigal
gbserved that the firm had not properly evaluated elght complaints of peritoneal perforation for reposting to tha FDA

an adverse event, Also, the firm's risk analysis dld net Include an evaluation of the risk assccisted with perforation of
the paritaneal cavity.

The firm submitted a response to the FDA (Extibit B} on January 20, 2011, disputing the validity of the obsewaﬂcms.
regarding the reporting of complaints for peritoneal perforation. The firm claims that this condiion s a result of the
physician's misuse of the davica or an emor during Insertion and not a fallure of the device to parform as Intended.

~ The FDA has not yet responded fo the firm's submisslon.

Tha FOA Inspection covered alf othar areas of the firm's quality system. No other observations were noted.
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SCUSSION WITH

The firm was cooperative in providing all requested documents and Information. it was explalned to the firm that th
{ssuﬂs of the discusslon with FDA regarding tha disputed chservations would be reviewed Bt the rext renews
napection,

RECOMMENDATION
No further action is indicated.

Bb bt o A &R & ard " & S et &b A B A A DA St EDEad & ed A b At i & o it ol Bfntiod s drdr it A B e

Invastigstors Name: L ana Widman Badge No, 138

/,
Invasigator’s Slgnature: % M , Report Data /’-‘74/
Superviser's Reviow/Comments!

bare \esuse

Suparvisors Signature: N\ W R pat: _ O\ /250
N N '

Case 1ID:{ 141202792
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e
Conceptus, Inc. . Page |
331 Eagt Evelyn Ave, Inspection Date: June 10-11, 2008
Mountain View, CA 94041 LCH: 45136
(630) 962-4000
NARRATIVE REPORT
SUMMARY OF FINDINGS

The firm, Conceptus Inc., applied for a device manufacturing license and was assigned pending
license number 45136. The frm is a manufacturer of an implantable Class ITI medical device,
specifically the Essure System for Permaneat Birth Control.

A two ltem 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 mamufacturing and distrdbuting medical devices and failure to maintain the procedure

* Inventory Transfer. The violations were adequately comrected by June 11, 2008.

Recommendatlons: It was recommended that the device manufacturing license be {ssued 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 111615, the department shall inspect each
place of business.” This was a relocation inspection, the prior location at 1021 Howard Avenue
in San Carlos, CA (license #62105) was licensed with department from1994 to 2005.

Scope of Inspection; The\Quality System Inspection Technique (QSIT) was used as guidance for
this inspeclion focusing on Management Controls, Desigr Controls, Comective and Preventive
Actions, snd Production and Process Controls.

: The firm was a corporaticn registered with the FDA, #2951250, and
their C[ass m Essma System for Permanent Birth Control was listed. They held the following
PMA:

¢ P020014, Essure System for Permenent 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 teportedly had demonstrated adequate bilateral placernent
success for the Essure device, and did not feel adding more patients to the study would be
beneficial,

The device was a micro-insert coil intertwined with PET fibers attached to a delivery system

(introducer, delivery catheter, delivery wire). A doctor placed the coil at the uterine-fallopian
tube junction, where its coating caused it to be attached to the tube. An Essure kit contnipgdataig

California Department of Public Health 1« Food and D i ‘
Medicat Devics Safuty Seetion
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331 East Evelyn Ave. Inspection Date: June §0-11, 2008
Mountain View, CA 94041 LCN: 45136
(630) 962-4000

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

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

The President and CEO Mark Sieczkarek was the most respansible person on site. See Exhibit
A for the firm’s organizational chart. The company had been at this site since December 2005,
and it ocoupied approximately 50,000 square feet, Sec SRR for the facility’s floor plan,
Conceptus had approximately 230 employees, mostly in sales, while 100 employees worked at
this fheility. 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 Jnspection; 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, Ditector of Clinical Research and Regulatory Affairs
Tarhan Kayihan, Regulatory Compliance Engineer

Rob McCarthy, Director of Operations

Rachelle Acuna-Narveez, Regulatory Affairs Associate

Shekil Ahmed, Senior Product Survelllance Engineer

Rich Suggs, Logistics Manager

Charan Singh, Associate Quality Engineer

Mark Pfirroan, Senior Quality Engineer

Mourray 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) issned.

Californla Department of Publlc Heslth Food and Drug Branch
Medlcal Device Safoty Section

Case ID

141202792
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Conceptus, I8, Paged

331 Bast Evelyn Ave. Inspection Date: June 10-11, 2008
Mountain View, CA 94041 LCN: 45136
(630) 9624000

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

AREAS INSPECTED/NONCONFORMANCY DISCUSSION

Management Controls

The firm had established and implemented pracedures 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 11/05/07
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 & large focus of this inspection. The firm had established and
implemented procedures for this system. The following were reviewed:

Product Development Process, SOP 00799 Rev. R

Risk Analysis, SOP 1830 Rev. H

Annual sterilization validation, VR-2982 Rev. O, dated 7/20/07-7/23/07

Deaign FMEA for ESS305 dated 01/05/07

® @& 0

Na deficiencies were noted.

Corrective and Preventative Actiong (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

Produgt 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 @ 2 & B

California Departrnent of Bublic Health Foodiand Dryug Branch
Medical Device Safaty Section

Case [D: |

41202792
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(650) 9624000 PR t

T4l
The Brm had 1,587 complaints since the beginning of 2008, 15 CATAs smce 2006, and 12
MDRa 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.

tion and Pro ntrols

Cooceptus used a contract manufacturer for assembly of the Easure device. R&D, complaints
and CAPAs, and distribution wete the only in-house fimctions. 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 Teasile Test Method, R2685
Demo Packaging, R1882
Sterile Load Control, SOP 01026 Rev. T
Line Clearance, SOP 00922 Rav. K
Incoming Inspection, SOP 00384, Rev. W
Nonconforming Material Review, SOP 00383 Rev. V
Supplier Selection, Approval and Monitoring, SOP 00739 rev. V
Approved Supplier List
Supplier files: RIS and
@R 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. §
Calibration log and two equipment files

® © a&a ®» 2 © © ¢ e % ©® © e ® © ?

Supplier assembled the devices and shipped the devices to JREEEEES in
shipped the sterilized devices to Conceptus, Congceptus reviewed
the products cerut' cations and performed incoming inspection on a sample of kits (AQL of 1.0),
and then shipped accepted materials, The firm estimated that by December 2008,
will ship only the sample devices to Conceptus for inspection and send the devices to R in
. @D would distribute the devices following Conceptus's approval of the lol
based on the samples they received.

No deficiencies were noted in the above,

One violation was noted for Inventory Transfer, SOP (0454 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).

Callfomia Depariment of Public Health Food and Drug Branch
Medical Device Safety Section

Case ID:

141202792
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Conceptus, Ing,

331 East Bvelyn Ave,
Mountain View, CA 94041
(650) 9624000

ATTACHMENTS

A. Notice of Violatlon dated June 11,2008
EXHIBITS

C/b‘/&ﬁd&'\,qu.:_x_.\/
Christine Rodrigudz>
Food & Drug Investigator
Medical Device Safety Unit
Food and Drug Branch

California Deperiment of Public Health

’ Page 3
Inspection Date: June 1011, 2008
LCN: 45136

Poand nnd Mae Daa-cb

Case ID: 141202792
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The conditions or practices nalad below wara absarved an subject pramivos ihis date. Those are alleged to be violations of
one or mora provisions of Cahfurnia law partaining to the manufacture, processing, holding, sale, labeling, or advertising bf a
faod, drug, medical device, cosmalic, or hazardous substance. The Departmant may seek administralive, crl, or crimjinal
actian o each of the violations, Tius isporl has been prepared {o alerl the management of the Investigator's findings. ?l Is
the responsibility of tha firm to assure complianca with ait applicable laws and rogutations,
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lishment Inspection Report FEL 1000221357

accptus, Inc. EI Start: 05/30/2013

Mountain View, CA 92041-1530 E[End: 06/26/2013
SUMMARY

Linitiated this inspection of a manufacturer of a type 3 permanent implantable contraceptive device
conducted in accordaace with FACTS Assignment 8676539 as part of SAN-DO’s FY *13 workplan
for medical devices. I coaducted this inspection pursuant to CP 7382.845 under PACs 82345A and
81011. '

Previous inspection on Dec. 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
Tirm 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 .
Mduntain View, CA 94041-1530
Phone: 650-962-4000
FAX: (650)691-4729
Mailing address: 331 E Evelvn Ave

Mountain View, CA 94041-1530

Dates of inspection:  5/30/2013, 5/51/2013, 6/3/2013, 6/4/2013, 6/5/2013, 6/6/2013,
67772013, 6/10/2013, 6/11/2013, 6/12/2013, 6/13/2013, 6/17/2013,

61252013, 6/26/2013
Days in the facility: 14
Participants: Timothy €. Grome, Investigator

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

During the curreat inspection Conceptus, Inc. was acquired by Bayer Healthcare Phanmaceutical
Division. At the closs of the inspection Mr. Grossmann was a consultant contracted by Bayer. The
most sgnior management official on-site by the close of the inspection was J oseph G. Sharpe,
Executive Vice Presidect. This wes by the admission of M. Sharpe, and Mr. Bishop, Also at the

close of this inspection the firm wns preparing to move their b
to the new address. preparmg eir headquarters over the first week of July

Lof3
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DREEARTMENT OF NEALTH AND RUMAN SERVICES
LU0 AND DRUC ADMINISTRATION
OATELBT 57 HSPEOHON

)

Ia o7 A0072Y THE FRaRE TIaE .
1431 Harbox Bay Parkway 12/08/2010 - 01/06/202%%
Alameda, CA 34502-7076 Feialben = '
(510} 337-6700 Fax: (510} 337-6702 1000221357
Industyy Information: www.lda,gov/oc/industry
7 TILE O TIBILOAL Y0 VATOH (LFQRT (55080
TO: Mazk M, glesczkaxek, President and CEO !
X TATE i BTFEET KOOTES {
Conceptus, Inc, 331 H,Evelyn Ave, i
ST, 5TATF, ;ww' BF, GORY LSRRI IEHY ISP EoTED }
Mountain View, CA 84041 Medical Deviece Manufacturer i

This document lisls sbservations made by the RDA representative(s) during the bispestion of your facitlty, Thoy are inspectianal !
obses valions, and do not represent g final Ageney determination regurding your compliance: If you bave an ebjection rogarding an

observation, or have Implomented, or plan to implentent, corrective actlon in responsa to an abservatlon, you may discuss the objection or l
actton with the PDA representalive(s) during the fnspection or submit this information fo TDA af the addross above, € you have sny f

questions, please contngt DA of the phans number and address above,

T%he observations noted in ilis Form FDA-483 are not an exhoustive listing of objectionable canditions, Under the law, your
Sirm is responstblu for conducting intornal self-audits to ldentlfy and correct any and all violatlons of the quality system

regquirements,

|
. ‘ |
DURING AN INSPECTION OF YOUR FIRI | OBSERVED; ?

OBSERVATION 1
An MDR report wag nol submitted within 30 duys of receiving or otherwise becoming awme of information thaet reasanably
suggesis that 3 marketed device may liave caused or contributed 1o a dealls or serious infury.

e
-~ ——

Speeifeally, the Tollowiog complauts From July 12, 2010 lo Des, 10, 2010 botl 1epott 8 bowe) pertoration that ocenrred
during the procsdure to place the flrmi's product:

1,{B) (4] . }incident nad aware date of 11/3/2010: Perforation from scape; pallent iaken to hospltat fov explogatory
japarascapy, Resolutlon notey on 12/21/2010 stafes pntlent had bowe! perforation with some henorrhage Patlent had a f
]

hyuterectomy,
2,{BY) | ucident and nware dnls of | 1/16/2010: Whon doclor nttompted 1o placé second device, she ised graspers to )
focate the astiuan, She perfornted the patients bowel, }
i
|
{

e e

Tn both complaints the firm'y device did not directly cause the Injury, but the proceditro for use requited tho vse of sn
hysternseope and visualization of the tubal ostium, Thers were 41 complaints of perforation fom July 12, 2010 to Des, 10,
2010 the nhove lwo complaints weie the only lwo of the 41 that tavolved perloration of the bowel, The other complajnty

were for wterus or fulloplan tubes,
"There was one cotpluinl that was not for a perforation but for which a CT scan showed that the {nsert was in two pieces
with one of the pleces outslde of the fube belween the uterus and the bowel: ’

|

{

. }

; . , . [
3.BYHY i incident date 11/05/2010, awars daie 12/16/2010; Patient reported pain immediatsly fallowing lhe prosedore. ’
Hssure procedure done on {1/5/10 Performed & CT scan which revealed device wis in 2 plecest proximal part was In |
Isthomal poriion; distal betweson wierus and bowel.Physiolin plmns faparoscople removal tomarrow sad tubal ligation. f
|

I

e e

/-
7 i

g 3} Giar 1},\'\:1
Timothy ¢, Groma, Investigator
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Information

IS YIS OF DIV 70 W iod Fepe)

YO; Mark M, Bleczkarek, Presidant and CEO -
R ¥

Conceglbua, Ino. 331 B.Evelga Ave. .
- STRYE, F 636 W
Medioal Device Manufacturer

Mountain View, CA 94041

wWy Eda.gov/oc/indudtyy

OBSERVATION 2

An MDR seport was not submitted within 30 days of receiving or otherwiss bocoming aware of Informatfon thut rensonably
] euggosts that a marketed devics has matfunctioned and would bs likely to esuse or contribute to & death or serious Injury i€

the maifmetion were to reour, .
Speolfically, the fim recefved complalnts ihat a perforntion had ocoured with the colt ralero-insert belng seen
rdlographleally cuiside of the Falloplan Tube in the abdominal cavity:

¢ | LD)(3)%a] incldent and aware date 10/01/2010: perforation 2 HSGs showed devite was Jocated in the peritoneums, The
micro-Ingert was removed durlng a laparoscoplo nbal ligation,

*
i T -

2{B) jzé E?ﬂ] inoldent date 10/05/2010, pware date 10/08/20101 Pz;rformam 1 miero-Ingort {n in the pecitoncal cavity, Basure
was placed In Juno 2010 patlent is saymptomatlo.
3.[6YTA)5S) Incident date 5/11/2010, aware date 10/21/2010: Perforatlan observed on HSG, Essuzs procedure done
5/11/10, HSG shows devles ia outside the tube on the Isft side In te pertonsal cavity.

e v v,

4., (B (4] inofdent dute 10/26/2010, aware date 10/26/2010: Perforation; on HSG micro-insert obsecved In the peritoncal
cavity. :

5.{BYH{@)% Incldent dats 09/01/2010, aware date 12/10/2010: Perforation: micrc;-lpsert Incated outside the tubs in the cul-
de-sac. Essurs done on 09/01/10; no FISG done 12/09/10, Putient e asymplomatio, :

¢

During the time perlod of July 12, 2010 1o January 4, 2081 thers wero 45 compluluts For perforation, Two for perforstion of

bowel, of all the other for perforation of the fube two TR i el A wers reported as MDRa in one l’l’ PE
tha patient oomplalned of bleeding, fn the other(B); a patlent underweht surgery {o remove the ricro-Ins )

fiva complalnts Hated above were the olher complaixr{fs volving a perforation of the utarus or fullopian tube in which the
- micro-insert was located In the pedtoneal cavity,

et o

OBSERVATION 3

) Rlsk analysis Is Incomplete.”

Specifically, Design Fallure Modes Bffects Aralysis (DFMEA) for Busure ESS8305 Documntent Numbe%@é’.] docs
_not inétude as & potentlal fallure modo o offect, locatlon of the micte-insest coll in the peritoioal cavity. December

2007 sccording to complaint databage provided by the firm there hava beea 508 corsplaints with tha aubject including
perforation, 168 of thess complainis ware of the subject perforation (miero-fnsert), and 5 wers expulslog/perforation, In the
snme tme perlod according to the list ¢f Medical Devlce Reporis, fhiere worc 3 complaints reported for pain/perfbration, 18

complaints for perforation and oo for perforatlon and bleeding, In the dafabase supplled with a complnint descrlption I found
0 In which the mirro-ingert coll was found on x-1ay to hein

SN e et

. e emn

4 complalnts of perforation from July 20, 2010 fo Dee, 10, 201
’ DIRB Ve R RATORE i -
SEE REVERSE | Timothy C. Grome, Inveatigatoi%@ %&lf f
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Induatry Information: www,fda,gov/oc/industry
T 57 T TS W e e

S¥RS)

701 Mark M, Sidczkarek, President and CEO

- FRITE -
Conceptus, Inc. 331 E.Bvelyn Ave,

7Y, TATE, 38 COo COGT e AL

Mountain View, ¢A 54041 Medical Device Manufacturer

2007 according to compluint database provided by the firm thoro havo been 508 complaints with the subject ineluding
perfuration, 168 of these complalals were of the subject perforation (mlcro-Insert), and § wero sxpulsion/porforation, In the
same time periad according to the list of Medlcal Device Reports, there wers 3 complainia reported for paln/perforation, 18
complainta for perforation and one for perforation and bieeding. In tho datebaze suppfied with a complalut desaription I found
4 complaints of perforation from July 20, 2010 to Deo, 10, 2010 in which the micro-insert coll was found on x-ray fe be In

{fie peritones| cavity,

A

OBSERVATION 4 c

Corrective and preventive action activities and/ér rosul(s have not been documented,

ment for requallfication of manufketure of microinsert coll catheters produced

our finn's englners lbarned from telophorta convarsations with anglneers

] that déllvéry Wires used for the lest lots wers aken fom quarantine
REE “I-Your firnt did not recelva the contract manufacturer's

Spocifically, aftor failures in Desfn of Bx
fulling results on 11/30/2010, (BIMAYL55
from your contract manufacturer(b

without having the components fully certifjed, b))
did rot mentlon thé non-conformity of your contract manufhcturer not following

L
e ttts e

- -

. ORSERVATION 4

Corrce,i"?éi ana VQ’:QV‘( %M \/6/2"”

CAPA repart unti 12/21/2010, That CAPA
their owa SOP for control of non-conforming material, Your flrm covered this deviatlon under CAPABLA) 10/25710 oponed
to document actions taken to addosa the detachment failures noted during lot relesss (B){d) i "7 ¥y ESS305 as
documonted In{By@). 71 .+ S co .
ANNOTR TIoN ¢ ' ' : ) ) ' ' .
© b" P D e tomim b anacy e TS R T RS
» 4 Gt > L 3 A e ‘."_ Yo v _f“' 3! 3, _\‘"
W (DRt Sk i s sl o e R
T
ST SOOI TRt e e, L Sy Con
Oy A S R R G R
O BSERVATION 2 ) . . )
Royfdy e T T AREEY Lo
OBSERVATILN 3 R . ‘o
)5 3 B P SRR R
7

———

o ———

AMENDMENT 1 _——,
TP GTEE SORATGRE ] GATR SGD
SEE REVERSE | Timothy €, Grome, Investigator (' ’jﬁw 01/06/2011
OF THIS PAGE
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CF PV Yo W iCIT RESEH

T0: Mark M. Blecxkarxek, President and CEQ
it

|

concegtus; Inc. 331 E.Bvel& Ava.. }
* Yrd ,

1

Mountain view, CA 94041 N Medioal Device Manufacturexr

————— e

1000221357

the poritoneat cavity,
OBSERVATION 4
Cbm:che and preventlve uouou ucﬂv!ties and/or resulls havo notbocn documented,

Specifically, aﬂer faljures ln Dasl n of eriment for requalification of manuficture of miorolnsert coll eatheters produced
falilng resilts en 11/30/2010,] s} your flev's englneers learned from lelephone conversations with erplasers
from your confract manumctumr Z Nﬁ;%mwv {hot dellvery wires uged for fhe (est lots wers taksn fram quarentine

<) Your firm did not recalve the conlmot manufaolurer's

without having the componenla A

CAPA report until 1222142010, Tbat CAPA did not m"?on ‘the non~confotm1ty of your contrast monufeoturer not following

thelr own SOP for contro} of non-conforming material, Your firm covered this deviation under CAR/[B }g 10/29/10 opened
L{d)3-" e c2y16.] BS9305 a8 '

o dooument gotfons faken to address the detachment fuilures noted during lot refease of{B).{4)+-
documsnted in{B}{4) 37} .

-~

¥
A%t .

ey
DIFSEP IORE
3 . c. @ Inveati at‘:g jl,a-wkp
Timothy C. Grome, v o | . 01/06/2011

SEE REVERSE
OF THIS PAGE
FOTIM FDA {03 {01R4) | FREVIOUS BIMOHeRIILITR INSPRCTIONAL OBSBRVATIONS YAGH 3 04 FAURS




Case 2:15-cv-00384-GP Document1 Filed 01/26/15 Page 98 of 100

" f \ ) Dmnm'rm:mommAurnANDHUMiNsm'\'flow

< ' YOOI AND DRUG ADMISTRATION

TTRIGT ADORLRG ARG FTHE RUTGE R BRI OPURTTOTN

1431 Harbor Bay Parkway 66/25/2003 - 07/07/2003%
Alameda, CA 54502-7070 FETINBEH

{510) 337~6700 JFaws{510) 337-6702 1000221357

. AR ALt TLE CF WOTTARG, T0 VTN T ONE 50001

70: #illiam H. DPippel, Vice President, erations

G VI E5g

Concaptus, Inc, ) 1021 Howard Rvesnue

G, BTAVE 7 GO BT R RS HEWHFTTTRD

San Carlos, CA 94070 . Medical Dovice Manufactuver

| requirenients.

A

This docwmant lists obsorvations made by the FDA sepresentalive(s) during the ingpeetion of youe faeility, They fire inspectional
alservations, and do not represent n final Ageney determinntion roghrdiig Your complanco 1Lyou have an objeetion regurding wa
obzervation, or linve Implomented, o plan fo lmplement; corraotive netlon I resposo oy i obsorvation, yow miy deess tite objaction or
wetion with the TDA represontative(s) durlig (he ngpection or submit this Infonunttor o FDA il tho address above, I you have asty

qneations, pleass contuot FDA: st the phonv number aid adedress shove,

The obiservations noted in My Form FDA~483 ave not qn sxhaystive listing of objeationable conditions, Under tha Jaw, your
Siout Ig respopsible for condueting Intersal selfaidlits fo ket and corsqes aup and el Viclatigns of the quallty ssten

y : s

DURING AN INSPECTION OF YOUR FIRN | OBSERVED:

., e, . e

* 1 A
.
HEN e 4 . N 4 seen v

ODSERVATIONY - B
yzed 16 1dbntify existing and potential cnoses of nonconforming product s

.

Not all datn Fom guality diin sourecs are anal
other quality problems,

Specltically, during a review of{b) (4) JLot History Reports (LERS) for the manufacture of the Rssure Dermanent Birth

Conteol Sysieny, two Lot History Records'showed rejettéd suwimatorals and/or subasselbiies hand-written on the Work
Qudor Picklist, This informatiory dute ws gt documented on Page 2 of 3 of the GAR-2335 (Quallty Assurancoe Forn) whick

ig vaed to track mnd trend in-process datal, . ¢

-

N'

e oW,

LIR(B){4) Tshows(B) (4), {Imer/Quter Coll Subnssotmblics vojea

y—

doeyment on Page 2 of 3 of LIIR: Rssure Sterile 2-Device(D)(4) .
| , - LT e et -, [T et ,

LHRID) (4) “shows D) (4) Ianer/Outer Coll subiassompiies efected-(badywritten) on tho-Work Ocder Picklist, but nol
dogtiment on Page 2 of 3 of LIIR: Basurte Sterile 2-Dovlee(d) (4).7 "~ -7 . A

1 .

ramples arod . Ce e
ted (ig!zmdquueu) on the Work Otder Pickllst, but tot

QOBSERVATION 2

Pracedures were not folfowed for the contral of preducty that do not conform to specifieations.

TORMING MATERIAL REVIEWY, L‘uc)mn@!ip;:fnoncont‘omﬂnu‘
b ) Sy er T

Speelfically, your proceditre, SOP-00383, "NONCON TER]
mterfus deffnos that a nonconforming materil yndor Sestlon 3.0 as *{15) (4) )
s delinos (gt A Mg Al or SRsen,

V\'~L
A

A \1 I LS . R
tb 14 LA Y ‘ S0 N
for Y D)i(4) £ e Ll T T N )
y A y * oy ! o ' Ciem o’ '
. L v O A IR

[
£

: =

A review/ of Lot Thatory Reconds (LIIRS) revealed thut raw mateddals and sub-assemblies (i.a., Inner/Outor Cofl Sub-

AR AP S L el .,..' R4 AU
M ! 1Your_S_OI’ also staley thatthia procedures 1 16 be bged
A A S S A Co

, TATE 70D
SEE REVERSE
OF THIS PAGE 07/07/2003
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arations \

T0: William #. pippel Vice President
PR ER82, L

concegtusf Tno. . 1021 Howar% Avenus

San Cerloa, CA 54070 Medicul Davice Msnufacturer

assambles) wers baing rejected during menufachudng of the Bssure Pesmianent Birth Constrol devics, bt no Maters! Roviow
Rspoﬂ(s) were inftinted/generated for thess refocts,
. e

2

* DATES OF INSPRCTION; -
C6/25/2003 (Wed), 0626/2003(Thy),. 06/30/20030»{&!1), 07/01!2003(’!\\0), Q7/03/2003(Thy), 07/01)2003(1\'(011)
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