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t\\ UNITED STATES DISTRICT COURT 16 J.o':t5 
• 

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. 9 
Address of Plaintiff: Stacy Clarke 119 Calvert Street Jersey Shore PA 17740 Lena Santella 124 Richmond Street Layalhanna PA fl6 

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

. PA, CO, AZ, MS 
Place of Accident, Incident or Transaction: (Use Reverse Side For Additional Space) 

Does this civil action involve a nongovernmental corporate party with 

(Attach two copies of the Disclosure Statement Form in ~'itlt Fed.R.Ci.x, 

.ber: 14-cv 1115 <see AQ0eRBa~) 

/6 -c11 -O/tt'Sf' ·en_. 

---? 

Judgerghn R Pgd8' 1 8 & Eduardo C 
Robreno 

Ci"il cases are deemed related when yes is answered to any of the following questions: 

% or more of its stock? 

I. tthin one year previously terminated action in this court? 

YesD No~ 
2. iVO:tve the SEIERB is see ef fact ot groWOiit of the same transaction as a prior suit pending or within one year previously terminated 

action in this court? 

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

terminated action in this court? YesD NocY 

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

j::IVIL: (Place V' in ONE CATEGORY ONLY) 

-A Federal Question Cases: 

1. o Indemnity Contract, Marine Contract, and All Other Contracts 

2. o FELA 

3. o Jones Act-Personal Injury 

4. o Antitrust 

5. o Patent 

6. o Labor-Management Relations 

7. o Civil Rights 

8. o Habeas Corpus 

9. o Securities Act(s) Cases 

l 0. o Social Security Review Cases 

11. o All other Federal Question Cases 

(Please specify) 

YesD NocV 

B. Diversity Jurisdiction Cases: 

l. o Insurance Contract and Other Contracts 

2. o Airplane Personal Injury 

3. o Assault, Defamation 

4. arine Personal Injury 

Motor Vehicle Personal Injury 

Other Personal Injury (Please specify) 

Ptoducts Liability - Asbestos 

ll other Diversity Cases 

ARBITRATION CERTIFICATION 
(Check Appropriate Category) 

·---t----------------~ counsel of record do hereby certify: 
·suant to Local Civil Rule 53.2, Section 3(c)(2), that tot~ best of my knowledge and belief, the damages recoverable in this civil action case exceed the sum of 

.00 exclusive of interest and costs; 

elief other than monetary damages is sought. 

DATE: 4/06/2016 JAMES J. McEL 36411/91344 

Attorney-at-Law Attorney I.D.# 

NOTE: A trial de novo will be a trial by jury only ifthere 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. APR - 7 2ois 
DATE: _______ _ 

Attorney-at-Law Attorney I.D.# 

CIV. 609 (5/2012) 

Case 2:16-cv-01645-ER   Document 1   Filed 04/07/16   Page 3 of 93



lR . ' UNITED STATES DISTRICT COURT 16 1 6 4 3 
FOR THE EASTERN DISTRICT OF PENNSYLVANIA- DESIGNATION FORM to be used by counsel to indicate tbe category of the case for the purpose of 
ass!grunent to appropriate calendar. 

Address of Plaintiff: Stacy Clarke 119 Calvert Street Jersey Shore PA 17740 Lena Santella 124 Ricbmond Street Layalhanna PA 15661 (see addendum) 

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

Place of Accident, Incident or Transaction: PA, CO, AZ, MS ---------------------------------------------(Use Reverse Side For Additional Space) 

Does this civil action involve a nongovernmental corporate party wi % or more of its stock? 

:ber: 14 cu .. 7115 £see 0 Eldcntbtml Judgetghg B Rade··g & Eduardo C 
/(; -cv -0/V.sf" ·en_ Robreno 

Ci'il cases are deemed related when yes is answered to any of the following questions: 

I. tthin one year previously terminated action in this court? 

YesD NofYI 
____ __:i_.1:l......_.L.&. _ _:::;::::::::.._.._ __ ~-~~----==:.......--------------ng or within one year previously terminated 

THIS CASE IS RELATED T©: 

CILIL ACTION NO.' 
C~IMINAL NO. 

ASSIGNED TO: 

~ 
7. o Civil Rights 

8. o Habeas Corpus 

9. o Securities Act(s) Cases 

Io: o Social Security Review Cases 

,lPR -7 2Ql6 

l ~jv \~ s-r 
1& . 164. '5 

¥-o(pv~ 

11. o All other Federal Question Cases 

(Please specify)------------------

Yescsv' NoD 
case pending or within one year previously 

YesD Noa/ 

:d by the same individual? 

YesD NoW 

Diversity Jurisdiction Cases: 

o Insurance Contract and Other Contracts 

o A"irplane Personal Injury 

o Assault, Defamation 

o arine Personal Injury 

Motor Vehicle Personal Injury 

rrl roducts Liability 

P oducts Liability - Asbestos 
I 
9. o II other Diversity Cases 

ARBITRATION CERTIFICATION 
(Check Appropriate Category) 

, counsel of record do hereby certify: 

uant to Local Civil Rule 53.2, Section 3(c)(2), that to tl!_e best of my knowledge and belief, the damages recoverable in this civil action case exceed the sum of 

v .00 exclusive of interest and costs; 

elief other than monetary damages is sought. 

DATE: 4/06/2016 JAMES J. McEL 36411/91344 

Attorney-at-Law Attorney I.D.# 

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

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

except as noted above. A p R ~ 7: ·: 2016 
DATE: __ ~--~-~ 

Attorney-at-Law Attorney I.D.# 
CN. 609 (5/2012) 
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ll\ 
IN THE UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF PENNSYLVANIA 

Civil Action No: 

STACY CLARKE, et al. 16 1645 
Plaintiffs, 

vs. 

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

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

ADDENDUM TO DESIGNATION FORM 

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

1 
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ti IN THE UNITED STATES DISTRICT COURT 
FOR THE EASTERN DISTRICT OF PENNSYLVANIA 

CASE MANAGEMENT TRACK DESIGNATION FORM 

CIVIL ACTION 
STACY CLARK, et al. 

v. 16 1645 
BAYER CORP., et al. NO. 

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

SELECT ONE OF THE FOLLOWING CASE MANAGEMENT TRACKS: 

(a) Habeas Corpus - Cases brought under 28 U.S.C. § 2241 through§ 2255. 

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

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

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

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

(f) Standard Management - Cases that do not fall into any one of the other tracks. 

4/07/2016 

Date 

215-545-8800 

Telephone 

(Civ. 660) 10/02 

James J. McEldrew, Ill, Esq. 
Thomas A. Dinan, Esq. 

Attorney-at-law 

215-545-8805 

FAX Number 

Plaintiffs 

Attorney for 

jim@mceldrewyoung.com 
td1nan@mceldrewyoung.com 

E-Mail Address 

( ) 

( ) 

( ) 

( ) 

8 
( ) 

APR - 7 2016 
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Civil Justice Expense and Delay Reduction Plan 
Section 1:03 - Assignment to a Management Track 

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

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

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

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

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

SPECIAL MANAGEMENT CASE ASSIGNMENTS 
(See §1.02 (e) Management Track Definitions of the 

Civil Justice Expense and Delay Reduction Plan) 

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

;;., April 7, 2016 

VIA HAND DELIVERY 
U.S. District Court, Eastern District of PA 
601 Market Street; Room 2609 
Philadelphia, PA 19106 

RE: Stacy Clarke, et al. v. Bayer Corp., et al. 

Dear Sir/Madam: 

18 1645 

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

·1 

Should you have any questions please contact our office. 
l 

Thank you: 

/jpd 
Enclosure 

123 S. Broad Street 
Suite 2250 

Dh;J.,,-l.,],...J,;., DA lQlflQ 

~ ~ 

p 

'l 

I! 
".f 
1' 

i (~ 

/1 

~ 11 

Very truly yours, 

JAMES J. McELDREW, III 

Office:215.545.8800 I Fax:215.545.8805 I Web:mceldrewyoung.com 526 E. Township Line Road 
* McEldrew Young is an association of professional corporations Suite 200 

Rlno Roll DA 1 QA'J'J 
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IN THE UNITED STATES DISTRICT COURT 
EASTERN DISTRICT OF PENNSYLVANIA 

Civil Action No: 

ST ACY CLARKE, LENA SANTELLA, VICKI 
VILCHEK, HEATHER RICKRODE, MANDY 
NOV AK, MELISSA NICHOLAS, STEPHANIE 
LEE, KIM MROZ, KAYLA HARRISON, 
MARIANNE BOLDING, CRYSTAL HUGHES, 
FAITH TUCKER, CHRISTINE O'DONNELL, 
AMANDA BALES, SHARON HORTON, 
MELISSA KNIGHT, SHANTIELL LEISRING, 
STEPHANY BORRENO, SHANNON 
MEADOWS, JERAMIE NELSON, CHRISTINA 

16 1645 

MCCORD, SARA MITCHELL, LA TISHA 
LEMACKS, MALORIE WELCH, 

Plaintiffs, 

v. 

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

Defendants. 
I 

COMPLAINT 

FILED 
APR 7 2016 

~ 

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

VILCHEK, HEATHER RICKRODE, MANDY NOVAK, MELISSA NICHOLAS, 

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

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

HORTON, MELISSA KNIGHT, SHANTIELL LEISRING, STEPHANY BORRENO, 

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

1 ~ \-'('\ 

?""~\1\'" 
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LATISHA LEMACKS, MALORIE WELCH (collectively "Plaintiffs"), by and through 

undersigned counsel, file this Complaint against Defendants, BAYER CORP., BAYER 

HEALTHCARE, LLC., BA YER ES SURE, INC., and BA YER HEALTHCARE 

PHARMACEUTICALS, INC., and BA YER A.G. (Collectively the "Bayer Defendants" or 

"Defendants") and in support thereof makes the following allegations: 

PARTIES, JURISDICTION, AND VENUE 

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

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

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

4. Plaintiff, HEATHER RICKRODE, is a resident of PA. 

5. Plaintiff, MANDY NOV AK, is a resident of PA. 

6. Plaintiff, MELISSA NICHOLAS, is a resident of PA. 

7. Plaintiff, STEPHANIE LEE, is a resident of PA. 

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

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

10. Plaintiff, MARIANNE BOLDING, is a resident of AZ. 

11. Plaintiff, CRYSTAL HUGHES, is a resident of AZ. 

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

13. Plaintiff, CHRISTINE O'DONNELL, is a resident of AZ. 

14. Plaintiff, AMANDA BALES, is a resident of CO. 

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

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

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

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

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

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

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

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

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

25. BAYER 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. 

26. BA YER CORP. is the parent corporation of BA YER HEALTHCARE, LLC, BA YER 

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

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

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

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

does business throughout the Commonwealth of PA. 

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

CORP. and/or BAYER A.G. Each Defendant acted as the agent of the other Defendant and 

acted within the course and scope of the agency, regarding the acts and omissions alleged. 

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

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

creating an injustice at the expense of Plaintiffs. 
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30. In addition, the Bayer subsidiaries, individually and/or collectively, are "Alter Egos" 

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

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

BAYER CORP. 

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

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

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

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

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

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

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

entities were a sham. 

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

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

33. BA YER ES SURE, INC. is a for-profit corporation incorporated in the state of DE. 

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

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

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

Commonwealth of PA. 

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

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

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

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

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

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

the claims asserted below occurred within this judicial district. 

INTRODUCTION 

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

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

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

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

theoretically causing the blockage. 

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

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

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

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

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

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

causing subsequent injuries. 

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

Administration ("FDA"). As discussed below, the Essure product became "adulterated" 

pursuant to the FDA 1 due to Defendants' failure to comply with the CPMA order and federal 

regulations. 

1 All Emphasis is supplied in this Complaint. 
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43. Pursuant to Defendants' CPMA (which reads: "Failure to comply with conditions of 

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

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

product could not have been marketed or sold to Plaintiffs. 

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

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

marketing and distribution as described infra. 

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

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

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

483's. 

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

Department of Health for: 

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

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

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

( d) manufacturing Essure at an unlicensed facility; and 

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

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

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

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

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

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

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

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

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

(i) Failing to have complete Design Failure Analysis 

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

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

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

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

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

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

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

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

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

violation of the FDCA. 

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

marketed or sold to Plaintiffs. 

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

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

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

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

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

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

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

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

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

Plaintiffs and the safety of the public. 

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

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

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

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

never would have had Essure implanted. 

DESCRIPTION OF ESSURE AND HOW IT WORKS 

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

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

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

causing the blockage. 
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54. Essure consists of (1) micro-inserts; (2) a disposable delivery system; and (3) a 

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

description of Essure. 

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

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

(camera). 

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

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

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

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

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

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

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

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

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

Defendants. 

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

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

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

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

the consumer and do not migrate. 

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

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

"Confirmation Test"). 

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

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

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

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

EVOLUTION OF ESSURE 

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

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

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

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

and promoted by Defendants. 

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

equipment, including Plaintiffs' implanting physician. 

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

Essure. 

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

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

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

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

potential, unreasonable risk of illness or injury. 
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71. PMA is a stringent type of device marketing application required by FDA. The 

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

PMA approval is based on a determination by FDA. 

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

permission to market the device. 

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

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

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

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

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

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

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

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

"conditionally approved," or "not approved." 

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

PMA, the "gold standard." 

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

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

conditions of approval: 

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

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

( c) "Within 10 days after Defendant receives knowledge of any adverse reaction to 
report the matter to the FD A." 
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(d) "Report to the FDA whenever it receives information from any source that 
reasonably suggests that the device may have caused or contributed to a serious 
injury." 

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

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

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

adulterated. Specifically: 

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

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

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

See Investigative Report attached as Exhibit "C. " 

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

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

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

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

79. Defendants also were found to be: 

2 Form 483 is issued to firm management at the conclusion of inspection when an FDA investigator has observed 
any conditions that violate the FD&C Act rendering the device "adulterated." 
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(a) erroneously using non-conforming material in the manufacturing of Essure; 
See Investigative Report attached as Exhibit "C." 

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

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

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

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

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

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

80. Specifically, 

(a) On January 6, 2011, the FDA issued a violation to Defendant for the following: 
"An MDR report was not submitted within 30 days of receiving or otherwise 
becoming aware of information that reasonably suggests that a marketed 
device may have caused or contributed to a death or serious injury if the 
malfunction were to recur." See Exhibit "F." Form 483/Violation form issued 
by Timothy Grome on January 6, 2011. These failures included incidents 
regarding perforation of bowels, Essure coils breaking into pieces, and Essure 
coils migrating out of the fallopian tubes. Defendants were issued these 
violations for dates of incidents 9/1110. 10/26/10, 5/11110, 10/5110, 10/1110, 
1115/10, 11116110, and 1113110. 

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

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

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

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

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

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

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

FDA." 

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

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

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

83. The CPMA also required Defendants to comply with Sections 502(q) and (r) of the 

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

advertising is false or misleading." 

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

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

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

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

sold per the FDA. 

14 

Case 2:16-cv-01645-ER   Document 1   Filed 04/07/16   Page 22 of 93



DEFENDANTS' TRAINING, ENTRUSTMENT, AND DISTRIBUTION PLAN 

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

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

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

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

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

Plaintiffs' safety and well-being. 

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

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

and was given hysteroscopic equipment by Defendants. 

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

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

delivery and (2) the specialized hysteroscopic equipment manufactured by a third party. 

89. Regarding Essure, Defendants' Senior Director of Global Professional Education, 

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

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

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

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

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

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

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

be signed-off to perform Essure procedures." 
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91. Defendants provided no training to the implanting physician on how to remove Essure 

should it migrate. 

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

procedures." 

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

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

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

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

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

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

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

force to promote Essure. 

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

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

96. In regard to the entrustment of such specialized equipment, Defendants admitted: 

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

Q: Quarterly Report Pursuant to Section 13 or l 5(d)of the SEC Act of 1934. 

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

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

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

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

implanting physician in order to capture the market. 
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99. In return for providing the hysteroscopic equipment, Defendants required that the 

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

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

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

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

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

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

Essure and implant the same into Plaintiffs. 

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

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

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

Essure "kits". 

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

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

well-being. 

103. Defendant's distribution plan also included (1) negligently distributing Essure 

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

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

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

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

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

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

facility and (7) manufacturing Essure for three years without a license to do so. 
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104. In short, Defendants (1) failed to adequately train the physicians on how to use its 

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

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

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

capitalizing and monopolizing on the birth control market. 

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

PLAINTIFFS' HISTORY 

106. Plaintiff, STACY CLARKE was implanted in August 2011. As a result of 

Essure, Plaintiff suffered from severe pelvic pain, numbness and tingling of extremities, and 

extreme menstrual changes. On or about May 17, 2014, Plaintiff had to have a hysterectomy as a 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

and its citations to Defendants. 

107. Plaintiff, LENA SANTELLA was implanted on or about February 2009. As a 

result of Essure, Plaintiff suffered from severe pelvic pain, incontinence, chronic infections, 

brain fog, and extreme bloating/fatigue. On or about June 23, 2015, Plaintiff had to have a 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

and its citations to Defendants. 

108. Plaintiff, VICKI VILCHEK was implanted on or about November 8, 2013. As a 

result of Essure, Plaintiff suffered from severe pelvic pain, tingling of extremities, extreme 

menstrual changes, blurred vision, and weight gain. On or about August 5, 2015, Plaintiff had to 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

statutory limitations period. In addition, Defendants' fraudulent concealment of the relevant 
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facts as described infra toll any relevant statutes of limitations. Most egregiously, Defendants 

were not only actively and fraudulently concealing adverse reports of migrations and 

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

allegation, but evidenced by FDA findings and its citations to Defendants. 

109. Plaintiff, HEATHER RICK.RODE was implanted on or about December 2011. 

As a result of Essure, Plaintiff suffered from severe pelvic pain, tingling of extremities, extreme 

menstrual changes, blurred vision, and weight gain. On or about November 20, 2015, Plaintiff 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

facts as described iefra toll any relevant statutes of limitations. Most egregiously, Defendants 
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were not only actively and fraudulently concealing adverse reports of migrations and 

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

allegation, but evidenced by FDA findings and its citations to Defendants. 

110. Plaintiff, MANDY NOVAK was implanted on or about February 2011. As a 

result of Essure, Plaintiff suffered from severe pelvic pain, tingling of extremities, extreme 

menstrual changes, hair loss, and weight gain. On or about October 8, 2015, Plaintiff had to 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

were not only actively and fraudulently concealing adverse reports of migrations and 
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perforations from this Plaintiff but also from the FDA. This active concealment is not a mere 

allegation, but evidenced by FDA findings and its citations to Defendants. 

111. Plaintiff, MELISSA NICHOLAS was implanted on or about 2011. As a result of 

Essure, Plaintiff suffered from severe pelvic pain, tingling of extremities, and extreme menstrual 

changes. On or about March 2015, Plaintiff had to have a hysterectomy as a result of Essure. 

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

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

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

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

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

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

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

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

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

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

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

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

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

Plaintiff's suit was filed well within the applicable statutory limitations period. In addition, 

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

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

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

citations to Defendants. 

112. Plaintiff, STEPHANIE LEE was implanted on or about April 2006 As a result of 

Essure, Plaintiff suffered from severe pelvic pain, tingling of extremities, extreme menstrual 

changes, migranes and hives. On or about April 22, 2015, Plaintiff had to have a hysterectomy. 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

citations to Defendants. 

113. Plaintiff, KIM MROZ was implanted on or about April 15, 2009. As a result of 

Essure, Plaintiff suffered from severe pelvic pain, fatigue, and muscle spasms. On or about 

March 2015, Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

is not a mere allegation, but evidenced by FDA findings and its citations to Defendants. 
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114. Plaintiff, KAYLA HARRISON was implanted on or about February 22, 2012. As 

a result of Essure, Plaintiff suffered from severe pelvic pain, tingling of extremities, extreme 

menstrual changes, rashes, autoimmune diseases, blurred vision, and weight gain. On or about 

July 24, 2014, Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

is not a mere allegation, but evidenced by FDA findings and its citations to Defendants. 
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115. Plaintiff, MARIANNE BOLDING was implanted on or about July 2009 with 

Essure. As a result of Essure, Plaintiff suffered from severe pelvic pain, Andomyosis, and 

extreme menstrual changes. On or about July 2014, Plaintiff had to have a hysterectomy as a 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

and its citations to Defendants. 
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116. Plaintiff, CRYSTAL HUGHES was implanted in November 2008. As a result of 

Essure, Plaintiff suffered from severe pelvic pain and extreme menstrual changes. Now, Plaintiff 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

were not only actively and fraudulently concealing adverse reports of migrations and 

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

allegation, but evidenced by FDA findings and its citations to Defendants. 

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

Essure, Plaintiff suffered from severe pelvic pain, extreme fatigue and extreme menstrual 
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changes. In January 2015, Plaintiff had to have a hysterectomy as a result of Essure. This 

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

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

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

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

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

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

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

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

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

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

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

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

real-world environment." Under appropriate application of the Discovery Rule, Plaintiff's suit 

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

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

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

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

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

Defendants. 

118. Plaintiff, CHRISTINE O'DONNELL was implanted in January 2013. As a result 

of Essure, Plaintiff suffered from severe pelvic pain, and extreme menstrual changes. In June 

2014, Plaintiff found out she was pregnant and after delivering the child with the coils inside of 
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her then realized that one of the coils was not in the fallopian tube. This Plaintiff did not have 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

119. Plaintiff, AMANDA BALES was implanted in December 2013. As a result of 

Essure, Plaintiff suffered from severe pelvic pain, migraine headaches, extreme menstrual 

changes, brain fog, and rashes. In May 2014, Plaintiff had to have a hysterectomy as a result of 

Essure. After the hysterectomy it was found that one coil was underneath her bladder. As a 
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result, Plaintiff had to undergo another three surgeries 2014. At 26 years old, she now suffers 

from incontinence and requires surgery every four months. This Plaintiff did not have 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

120. Plaintiff, SHARON HORTON was implanted in January 2013. As a result of 

Essure, Plaintiff suffered from severe pelvic pain and extreme menstrual changes. On or about 

April 29 2015, Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not 
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have knowledge of facts that would lead a reasonable, prudent person to make inquiry to 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

121. Plaintiff, MELISSA KNIGHT was implanted in April 2000. As a result of 

Essure, Plaintiff suffered from severe pelvic pain and extreme menstrual changes. On or about 

July 31, 2015, Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

122. Plaintiff, SHANTIELL LEISRING was implanted in October 2011. As a result of 

Essure, Plaintiff suffered from severe pelvic pain, brain fog, and extreme menstrual changes. In 

October 2015, Plaintiff had to have a hysterectomy as a result of Essure. This Plaintiff did not 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

123. Plaintiff, STEPHANY BORRENO was implanted in March 2012. As a result of 

Essure, Plaintiff suffered from severe pelvic pain, hair falling out, migrane headaches, brain fog, 

numbness and tingling, and extreme menstrual changes. In December 2014, Plaintiff had to have 

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

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

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

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

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

to warn doctors and patients of "reported adverse events, including perforation of the uterus 
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and/or fallopian tubes, intra-abdominal or pelvic device migration, persistent pain, and allergy 

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

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

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

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

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

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

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

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

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

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

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

and its citations to Defendants. 

124. Plaintiff, SHANNON MEADOWS was implanted in November 2010. As a result 

of Essure, Plaintiff suffered from severe pelvic pain, decaying teeth, hair loss, migraine 

headaches, and extreme menstrual changes. In September 2, 2015, Plaintiff had to have a 

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

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

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

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

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

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

and/or fallopian tubes, intra-abdominal or pelvic device migration, persistent pain, and allergy 
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or hypersensitivity reactions." The FDA draft guidance black box warning for Essure also 

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

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

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

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

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

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

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

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

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

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

and its citations to Defendants. 

125. Plaintiff, JERAMIE NELSON was implanted in April 2011. As a result of 

Essure, Plaintiff suffered from severe pelvic pain, hair and teeth falling out, tingling of hands, 

brain fog, and extreme menstrual changes. In May 2014, Plaintiff was confirmed pregnant. This 

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

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

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

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

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

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

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

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

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

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

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

real-world environment." Under appropriate application of the Discovery Rule, Plaintiff's suit 

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

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

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

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

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

Defendants. 

126. Plaintiff, CHRISTINA MCCORD was implanted in December 2011 As a result of 

Essure, Plaintiff suffered from severe pelvic pain and extreme menstrual changes. In July 2014, 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

were not only actively and fraudulently concealing adverse reports of migrations and 

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

allegation, but evidenced by FDA findings and its citations to Defendants. 

127. Plaintiff, SARA MITCHELL was implanted in January 2015. As a result of 

Essure, Plaintiff suffered from severe pelvic pain, hair falling out, and extreme menstrual 

changes. In February 2015, Plaintiff had to have a hysterectomy as a result of Essure. This 

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

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

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

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

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

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

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

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

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

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

benefits and risks of the device"; and (3) ordered Bayer "to conduct a new postmarket 
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surveillance study designed to provide important information about the risks of the device in a 

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

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

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

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

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

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

Defendants. 

128. Plaintiff, LATISHA LEMACKS was implanted in March 2012. As a result of 

Essure, Plaintiff suffered from severe pelvic pain, infections, and extreme menstrual changes. In 

June 2013, Plaintiff had to have a hysterectomy as a result of Es sure. This Plaintiff did not have 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

129. Plaintiff, MALORIE WELCH was implanted in October 2013. As a result of 

Essure, Plaintiff suffered from severe pelvic pain, migraine headaches, and extreme menstrual 

changes. In August 2015, Plaintiff had to have a hysterectomy as a result of Essure. This 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

Defendants. 

130. Defendants" conduct was malicious, intentional, and outrageous, and constitutes 

a willful and wanton disregard for the rights and safety of Plaintiffs and others. 

FACTS AND WARRANTIES 

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

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

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

way beyond the usual gynecologist." 

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

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

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

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

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

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

experience in training others in hysteroscopy. 

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

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

complicated equipment. 
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135. A key study found that a learning curve for this hysteroscopic procedure was seen 

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

that Defendants' training methods were failing3. 

136. Second, Defendants provided hysteroscopic equipment to the implanting 

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

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

anyway in order to sell its product. 

137. Third, Defendants' distribution plan of requiring the implanting physician to 

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

implanting physician to insist that Essure be used in Plaintiffs. 

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

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

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

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

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

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

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

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

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

agents, outlined in the subsequent Paragraphs: 

WEBSITE WARRANTIES 

140. Defendants marketed on its website the following: 

3 Learning curve of hysteroscopic placement of tubal sterilization micro inserts, US National Library of Medicine, 
Janse, JA. 
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(a) "Only FDA approved female sterilization procedure to have zero pregnancies 
in the clinical trials.4

" 

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

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

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

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

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

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

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

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

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

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

111. However, women who have Essure have 10 times greater risk of 
pregnancy after one year than those who use laparoscopic sterilization. At 
ten years, the risk of pregnancy is almost four (4) times greater6

. 

1v. Yet, Defendants' SEC filings, Form 10-K show that the HSG test used to 
confirm the tubes are blocked has been described by Defendants as 

4 As to Plaintiffs Christine O'Donnell, Kayla Harrison, Shannon Meadows, Jeramie Nelson, only. 
5 Id. 
6 Probability of pregnancy after sterilization: a comparison of hysteroscopic versus laparoscopic sterilization, 
Gariepy, Aileen. Medical Publication "Contraception." Elsevier 2014. 
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1 Jd. 

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

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

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

11. In fact, women who have Essure have 10 times greater risk of pregnancy 
after one year than those who use laparoscopic sterilization. At ten years, 
the risk of pregnancy is almost 4 times greater7

. 

(f) "Correct placement. . .is performed easily because of the design of the micro
insert" 

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

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

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

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

i. However, Defendants "signed off' on the implanting physician who was 
not a skilled operative hysteroscopist, in order to monopolize and capture 
the market, including the implanting physician. Defendants concealed this 
information from Plaintiffs. 
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(i) "Essure is a surgery-free permanent birth control." 

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

ADVERTISEMENT WARRANTIES 

141. Defendants advertised: 

(a) "Zero pregnancies" in its clinical or pivotal trials8
• 

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

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

1. However, Defendants "signed off' on "Essure physicians" who did not 
perform the procedure every 6-8 weeks, including the implanting 
physician. Defendants concealed this information from Plaintiffs. 

( c) No pregnancies have occurred after a successful confirmation test in the Es sure 
clinical studies at 4 and 5 years of follow up9. 

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

(d) I don't want to worry about an unexpected pregnancy10
. 

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

WARRANTIES BY AGENTS 

142. Defendants' CEO stated: "Essure allows you to push away the constant worry 

about an unplanned pregnancy that's our message and that's our theme11
• 

8 As to Plaintiffs Christine O'Donnell, Kayla Harrison, Shannon Meadows, Jeramie Nelson, only. 
9 Id. 
io Id. 
11 Id. 

45 

Case 2:16-cv-01645-ER   Document 1   Filed 04/07/16   Page 53 of 93



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

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

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

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

MARKETING WARRANTIES 

143. Defendants marketed with commercials stating: 

144. Defendants warranted that Essure "allows for visual confirmation of each insert's 

proper placement both during the procedure and during the Essure Confirmation 

Test." 

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

BROCHURE WARRANTIES 

145. Defendants' Essure brochure warrants: 

(a) "Worry free" 

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

1i. Most egregiously, Defendants were issued another Form 483 when it 
"erroneously used non-conforming material." Defendants actively 
concealed this and was issued an additional Form 483 for "failing to 
adequately document the situation." Defendants actively concealed this 
from Plaintiffs. See Investigative Report attached hereto as Exhibit "C. " 
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111. However, Defendants' facility was also issued a notice of violation as it 
"no longer uses pre-sterile and post-sterile cages." Defendants actively 
concealed this from Plaintiffs. See Notice of Violation attached as Exhibit 
''D.,, 

1v. However, Defendants also was issued a notice of violation when it "failed 
to obtain a valid license ... prior to manufacturing medical devices." 
Defendants were manufacturing devices for three years without a license. 
Defendants actively concealed this from Plaintiffs. See Notice of Violation 
attached as Exhibit "D. " 

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

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

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

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

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

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

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

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

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

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

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

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

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

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

(d) Step Two: "pregnancy cannot occur"; Step Three: The Confirmation12
. 

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

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

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

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

v. However, there have been incidents where the micro-inserts were expelled 
from the body even after the Confirmation Test13• 

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

1. However, Essure is not "surgery-free", rather surgery is not required. 

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

146. "The inserts are made from ... safe, trusted material." 

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

ES SURE BOOKLET WARRANTIES 

147. Defendants' Essure booklet warrants: 

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

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

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

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

(b) "there was no cutting, no pain, no scars ... " 

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

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

1v. However, Defendants altered the records of at least one trial participant to 
reflect less pain. 

148. The subsequent claims are based on Plaintiffs' Essure and Defendants' failure to 

abide by FDA guidelines, Federal regulations and its own CPMA. 

NEGLIGENT MISREPRESENTATION- COUNT I 

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

150. Plaintiffs did not discover that the misrepresentations were the cause of their 

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

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

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

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

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

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

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

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

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

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

important information about the risks of the device in a real-world environment," beginning the 

relevant statute of limitations. 

151. Defendants made misrepresentations which are specifically outlined in Paragraphs 

112-119. 
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152. Plaintiffs justifiably relied on the misrepresentations. Specifically, Plaintiffs 

would have never had Essure implanted had they been aware that there were 8 perforations of 

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

representations specifically delineated in the preceding paragraphs. 

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

154. As a result of Defendants' negligence, breaches of warranty, fraud, and unfair 

trade practices, individually, jointly, and severally, Plaintiffs sustained the injuries noted above. 

155. As a result of Defendants' negligence, breaches of warranty, fraud, and unfair 

trade practices, individually, jointly, and severally, Plaintiffs had to undergo numerous surgical 

procedures, diagnostic procedures, and may have to undergo surgeries, diagnostic testing, 

treatment and rehabilitation into the indefinite future. 

156. As a result of Defendants' negligence, breaches of warranty, fraud, and unfair 

trade practices, individually, jointly, and severally, Plaintiffs sustained significant pain and 

suffering, both physical and mental, and will continue to do so into the indefinite future. 

157. Plaintiffs have been forced to expend significant sums of money for treatment of 

the multitude of surgeries, testing, medicine, therapies along with related expenses, all to their 

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

expenditures into the foreseeable future. 

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

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

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

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

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

this matter. 

NEGLIGENCE-FAILURE TO WARN- COUNT II 

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

160. Plaintiffs' injuries were caused by the negligent and reckless conduct of 

Defendants in failing to warn Plaintiffs or their implanting physicians, all of which hinge on 

violations of Federal law and its CPMA. 

161. Defendants had a duty to warn Plaintiffs and/or their implanting physicians 

consistent with Federal law and its CMPA and included: 

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

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

(c) 21 C.F.R. 803.l(a)- This part establishes the requirements for medical device 
reporting for device user facilities, manufacturers, importers, and distributors. 
If you are a device user facility, you must report deaths and serious injuries that 
a device has or may have caused or contributed to, establish and maintain 
adverse event files, and submit summary annual reports. If you are a 
manufacturer or importer, you must report deaths and serious injuries that your 
device has or may have caused or contributed to, you must report certain 
device malfunctions, and you must establish and maintain adverse event files. 
If you are a manufacturer, you must also submit specified followup. These 
reports help us to protect the public health by helping to ensure that devices are 
not adulterated or misbranded and are safe and effective for their intended use. 

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

(e) 21 C.F.R. 803.50(a)- (a) If you are a manufacturer, you must report to us no 
later than 30 calendar days after the day that you receive or otherwise become 
aware of information, from any source, that reasonably suggests that a device 
that you market:(l) May have caused or contributed to a death or serious 
injury; or(2) Has malfunctioned and this device or a similar device that you 
market would be likely to cause or contribute to a death or serious injury, if the 
malfunction were to recur.(b) What information does FDA consider 
"reasonably known" to me?(l) You must submit all information required in 
this subpart E that is reasonably known to you. We consider the following 
information to be reasonably known to you:(i) Any information that you can 
obtain by contacting a user facility, importer, or other initial reporter;(ii) Any 
information in your possession; or (iii) Any information that you can obtain by 
analysis, testing, or other evaluation of the device.(2) You are responsible for 
obtaining and submitting to us information that is incomplete or missing from 
reports submitted by user facilities, importers, and other initial reporters.(3) 
You are also responsible for conducting an investigation of each event and 
evaluating the cause of the event. If you cannot submit complete information 
on a report, you must provide a statement explaining why this information was 
incomplete and the steps you took to obtain the information. If you later obtain 
any required information that was not available at the time you filed your 
initial report, you must submit this information in a supplemental report under 
803.56. 

(f) 21 C.F.R. 803.53- You must submit a 5-day report to us, on Form 3500A or an 
electronic equivalent approved under 803 .14, no later than 5 work days after 
the day that you become aware that:(a) An MDR reportable event necessitates 
remedial action to prevent an unreasonable risk of substantial harm to the 
public health. You may become aware of the need for remedial action from any 
information, including any trend analysis; or(b) We have made a written 
request for the submission of a 5-day report. If you receive such a written 
request from us, you must submit, without further requests, a 5-day report for 
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all subsequent events of the same nature that involve substantially similar 
devices for the time period specified in the written request. We may extend the 
time period stated in the original written request if we determine it is in the 
interest of the public health. 

(g) 21 C.F.R. 806.10- (a) Each device manufacturer or importer shall submit a 
written report to FDA of any correction or removal of a device initiated by 
such manufacturer or importer if the correction or removal was initiated:(l) To 
reduce a risk to health posed by the device; or(2) To remedy a violation of the 
act caused by the device which may present a risk to health unless the 
information has already been provided as set forth in paragraph (t) of this 
section or the corrective or removal action is exempt from the reporting 
requirements under 806.l(b).(b) The manufacturer or importer shall submit any 
report required by paragraph (a) of this section within 10-working days of 
initiating such correction or removal.( c) The manufacturer or importer shall 
include the following information in the report:(l) The seven digit registration 
number of the entity responsible for submission of the report of corrective or 
removal action (if applicable), the month, day, and year that the report is made, 
and a sequence number (i.e., 001 for the first report, 002 for the second report, 
003 etc.), and the report type designation "C" or "R". For example, the 
complete number for the first correction report submitted on June 1, 1997, will 
appear as follows for a firm with the registration number 1234567: 1234567-
6/1/97-001-C. The second correction report number submitted by the same 
firm on July 1, 1997, would be 1234567-711/97-002-C etc. For removals, the 
number will appear as follows: 1234567-6/1/97-001-R and 1234567-7/1/97-
002-R, etc. Firms that do not have a seven digit registration number may use 
seven zeros followed by the month, date, year, and sequence number (i.e. 
0000000-6/1/97-001-C for corrections and 0000000-7/1197-001-R for 
removals). Reports received without a seven digit registration number will be 
assigned a seven digit central file number by the district office reviewing the 
reports.(2) The name, address, and telephone number of the manufacturer or 
importer, and the name, title, address, and telephone number of the 
manufacturer or importer representative responsible for conducting the device 
correction or removal.(3) The brand name and the common name, 
classification name, or usual name of the device and the intended use of the 
device.(4) Marketing status of the device, i.e., any applicable premarket 
notification number, premarket approval number, or indication that the device 
is a preamendments device, and the device listing number. A manufacturer or 
importer that does not have an FDA establishment registration number shall 
indicate in the report whether it has ever registered with FDA.(5) The unique 
device identifier (UDI) that appears on the device label or on the device 
package, or the device identifier, universal product code (UPC), model, 
catalog, or code number of the device and the manufacturing lot or serial 
number of the device or other identification number.(6) The manufacturer's 
name, address, telephone number, and contact person if different from that of 
the person submitting the report.(?) A description of the event(s) giving rise to 
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the information reported and the corrective or removal actions that have been, 
and are expected to be tak:en.(8) Any illness or injuries that have occurred with 
use of the device. If applicable, include the medical device report numbers.(9) 
The total number of devices manufactured or distributed subject to the 
correction or removal and the number in the same batch, lot, or equivalent unit 
of production subject to the correction or removal.(10) The date of 
manufacture or distribution and the device's expiration date or expected 
life.(11) The names, addresses, and telephone numbers of all domestic and 
foreign consignees of the device and the dates and number of devices 
distributed to each such consignee.(12) A copy of all communications 
regarding the correction or removal and the names and addresses of all 
recipients of the communications not provided in accordance with paragraph 
(c)(l 1) of this section.(13) If any required information is not immediately 
available, a statement as to why it is not available and when it will be 
submitted.( d) If, after submitting a report under this part, a manufacturer or 
importer determines that the same correction or removal should be extended to 
additional lots or batches of the same device, the manufacturer or importer 
shall within 10-working days of initiating the extension of the correction or 
removal, amend the report by submitting an amendment citing the original 
report number assigned according to paragraph ( c )(1) of this section, all of the 
information required by paragraph (c)(2), and any information required by 
paragraphs (c)(3) through (c)(12) of this section that is different from the 
information submitted in the original report. The manufacturer or importer 
shall also provide a statement in accordance with paragraph (c)(l3) of this 
section for any required information that is not readily available.(e) A report 
submitted by a manufacturer or importer under this section (and any release by 
FDA of that report or information) does not necessarily reflect a conclusion by 
the manufacturer, importer, or FDA that the report or information constitutes 
an admission that the device caused or contributed to a death or serious injury. 
A manufacturer or importer need not admit, and may deny, that the report or 
information submitted under this section constitutes an admission that the 
device caused or contributed to a death or serious injury.(f) No report of 
correction or removal is required under this part, if a report of the correction or 
removal is required and has been submitted under parts 803 or 1004 of this 
chapter.[62 FR 27191, May 19, 1997, as amended at 63 FR 42232, Aug. 7, 
1998; 69 FR 11311, Mar. 10, 2004; 78 FR 55821, Sept. 24, 2013] 

(h) 21 C.F.R. 814.84-(a) The holder of an approved PMA shall comply with the 
requirements of part 803 and with any other requirements applicable to the 
device by other regulations in this subchapter or by order approving the 
device.(b) Unless FDA specifies otherwise, any periodic report shall:(l) 
Identify changes described in 814.39(a) and changes required to be reported to 
FDA under 814.39(b).(2) Contain a summary and bibliography of the 
following information not previously submitted as part of the PMA:(i) 
Unpublished reports of data from any clinical investigations or nonclinical 
laboratory studies involving the device or related devices and known to or that 
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reasonably should be known to the applicant.(ii) Reports in the scientific 
literature concerning the device and known to or that reasonably should be 
known to the applicant. If, after reviewing the summary and bibliography, 
FDA concludes that the agency needs a copy of the unpublished or published 
reports, FDA will notify the applicant that copies of such reports shall be 
submitted.(3) Identify changes made pursuant to an exception or alternative 
granted under 801.128 or 809.11 of this chapter.(4) Identify each device 
identifier currently in use for the device, and each device identifier for the 
device that has been discontinued since the previous periodic report. It is not 
necessary to identify any device identifier discontinued prior to December 23, 
2013. 

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

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

(k) 21 C.F.R. 820.lOO(a) 6 -7- Corrective and Preventive Action-(a) Each 
manufacturer shall establish and maintain procedures for implementing 
corrective and preventive action. The procedures shall include requirements 
for:(l) Analyzing processes, work operations, concessions, quality audit 
reports, quality records, service records, complaints, returned product, and 
other sources of quality data to identify existing and potential causes of 
nonconforming product, or other quality problems. Appropriate statistical 
methodology shall be employed where necessary to detect recurring quality 
problems;(2) Investigating the cause of nonconformities relating to product, 
processes, and the quality system;(3) Identifying the action(s) needed to correct 
and prevent recurrence of nonconforming product and other quality 
problems;(4) Verifying or validating the corrective and preventive action to 
ensure that such action is effective and does not adversely affect the finished 
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device;(5) Implementing and recording changes in methods and procedures 
needed to correct and prevent identified quality problems;(6) Ensuring that 
information related to quality problems or nonconforming product is 
disseminated to those directly responsible for assuring the quality of such 
product or the prevention of such problems; and(7) Submitting relevant 
information on identified quality problems, as well as corrective and preventive 
actions, for management review.(b) All activities required under this section, 
and their results, shall be documented. 

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

(m)21 C.F.R. 820.90-(a) Control of nonconforming product. Each manufacturer 
shall establish and maintain procedures to control product that does not 
conform to specified requirements. The procedures shall address the 
identification, documentation, evaluation, segregation, and disposition of 
nonconforming product. The evaluation of nonconformance shall include a 
determination of the need for an investigation and notification of the persons or 
organizations responsible for the nonconformance. The evaluation and any 
investigation shall be documented.(b) Nonconformity review and 
disposition. (1) Each manufacturer shall establish and maintain procedures that 

57 

Case 2:16-cv-01645-ER   Document 1   Filed 04/07/16   Page 65 of 93



define the responsibility for review and the authority for the disposition of 
nonconforming product. The procedures shall set forth the review and 
disposition process. Disposition of nonconforming product shall be 
documented. Documentation shall include the justification for use of 
nonconforming product and the signature of the individual(s) authorizing the 
use.(2) Each manufacturer shall establish and maintain procedures for rework, 
to include retesting and reevaluation of the nonconforming product after 
rework, to ensure that the product meets its current approved specifications. 
Rework and reevaluation activities, including a determination of any adverse 
effect from the rework upon the product, shall be documented in the DHR. 

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

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

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

(q) 21 C.F.R. 820.30 - Each manufacturer of any class III or class II device, and 
the class I devices listed in paragraph (a)(2) of this section, shall establish and 
maintain procedures to control the design of the device in order to ensure that 
specified design requirements are met. 

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

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

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

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

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

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

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

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

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

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

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

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

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

(c) Defendants failed to notice the FDA of several adverse reactions and actively 
concealed the same. Defendant failed to report 8 perforations which occurred 
as a result of Essure and was cited for the same by the FDA via Form 483. 14 

See Investigative Report attached as Exhibit "C. " 

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

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

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

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

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

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

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

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

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

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

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

14 Form 483 is issued to firm management at the conclusion of inspection when an FDA investigator has observed 
any conditions that violate the FD&C Act rendering the device "adulterated." 
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device may have caused or contributed to a death or serious injury if the 
malfunction were to recur." See Exhibit "F." Form 483Niolation form issued 
by Timothy Grome on January 6, 2011. These failures included incidents 
regarding perforation of bowels, Essure coils breaking into pieces, and Essure 
coils migrating out of the fallopian tubes. Defendants were issued these 
violations for dates of incidents 9/1/10. 10/26/10, 5/11/10, 10/5/10, 1011/10, 
1115/10, 11/16/10, and 11/3/10. 

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

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

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

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

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

(t) Defendants failed to disclose to Plaintiff and her Implanting physician the fact 
that it Defendants altered medical records to reflect less pain then was being 
reported during the clinical studies for Essure and changed the birth dates of 
others to obtain certain age requirements that were needed to go through the 
PMA process. 
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163. Had Defendants disclosed such information as was required by its CPMA and 

Federal law to Plaintiffs or their Implanting Physicians, Plaintiffs would never had Essure 

implanted. 

164. At all times referenced herein, Defendants and each of them were acting as agents 

and employees of each of the other defendants and were acting within the scope, purpose and 

authority of that agency and employment and with full knowledge, permission and consent of 

each other Defendant. 

165. As a result of Defendants' negligence, breaches of warranty, fraud, and unfair 

trade practices, individually, jointly, and severally, Plaintiffs sustained the injuries noted above. 

166. As a result of Defendants' negligence, breaches of warranty, fraud, and unfair 

trade practices, individually, jointly, and severally, Plaintiffs had to undergo numerous surgical 

procedures, diagnostic procedures, and may have to undergo surgeries, diagnostic testing, 

treatment and rehabilitation into the indefinite future. 

167. As a result of Defendants' negligence, breaches of warranty, fraud, and unfair 

trade practices, individually, jointly, and severally, Plaintiffs sustained significant pain and 

suffering, both physical and mental, and will continue to do so into the indefinite future. 

168. Plaintiffs have been forced to expend significant sums of money for treatment of 

the multitude of surgeries, testing, medicine, therapies along with related expenses, all to their 

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

expenditures into the foreseeable future. 

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

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

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

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

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

the trial of this matter. 

DEMAND FOR JURY TRIAL 

Plaintiff demand a jury trial with regards to all claims. 

DATED this th day of April 2016 

Respectfully submitted, 

MCELDREW LAW 
Counsel for Plaintiff 
123 South Broad Street, 
Suite 1920 
Philadelphia, PA 19109 
Phone: (215)545-8800 
Facsimile: (215) 545-8805 
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jim@mceldrewlaw.com 
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Registered Agents: 

Bayer Corp. 
100 Bayer Road, Bld. 4 
Pittsburgh, PA 15205 

Bayer Healthcare, LLC 
Corporation Service Co. 
2711 Centerville Road Suite 400 
Wilmington, DE 19808 

Bayer Healthcare Pharmaceuticals, LLC 
Corporation Service Co. 
2711 Centerville Road Suite 400 
Wilmington, DE 19808 

Bayer Essure, Inc. 
Corporation Service Co. 
2711 Centerville Road Suite 400 
Wilmington, DE 19808 

Bayer AG 
Werk Leverkusen 
51368 Leverkusen, Germany 

SERVICE LIST 
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STATE OF CALIFOftNIA 

DEPARTMENT OF PUBLIC HEAL TH 
FOOD AND DRUG IRANCH 
Medical Device S.r.ty & Youth Tobacco Enbcem1nt Sledon 
MICllcal Dwlc• 11.r.ly Unit 

INVESTIGATIVE REPORT 

HEAL.TH A14D HUMAN SERI/ICU AGENCY 

IMP•cllon Datee•t. _____ 1 ... ra.,.1 .... 12 ... 0~1 .... 1 ___ _ 

Finn Name: Coneeptus, Inc. OBA: NIA 

Stra•tAddras1: 331 East Evelyn Avenue City: Mountain View Zip Code: 94G41 
lntervlewadlTltle: Henry Bfshop Phone I: 650-982-4000 

Quality Manager ......... """ ................. , ..................................................... * ............................. * .......... ...... 
IHRl!CTIQH TYPE 0 New Llcenae 0 New Lie Ralnsp !El Renewal 0 RllMP 0 Complelnt 0 R9call 

00ther: 
.......... ~ •• ~ ........ *••· .... ••• .................. ~ .......... -......... ;;-••·~-·-.......................................... . 
UCENSEIHEQBWIQH HMDRl.JcenM#: --- &po.ta: --- FDACFNI; ----

oth•r FOB UclReg 9: ~ Dftlc:ll t: 45136 0 Drug#: 0 PPR I: -----. ..,... ... ..., ........ ,....,. ....... _.. .... _...,.......,,.. ....... ._..., ....• ...,. .... ..,. .... ..,,........._ .. .......,. ......................•. 
DISCUSSION 

The firm, Conc:eptus Inc., haa maintained a medical device manufacturing Rcense. 45136, sfnca 2008. The llnn 
manufactures a Class Ill medical device, specifically, lite Essuce Sy1tem for permanent birth control In women. The 
current lnspeclfon wu conducted as a renewal lnspeelion pursuant ta HSC 111635(b). Said sectlon states that the 
Department shall Inspect each place of bualnesa licenaed under Seclion 111615 once fNefY two years. 

Upon Initiation of the Inspection, credentials were presented la Tarhan Kayihan, Sr~ Quality Engineer, and 
Henry Bishop, Quality Manager. Mr. Bishop stated !hat the US FDA had conductad • 15-day, For Cause, lnspectfon 
in December 2010. Because this recent lnspectron thoroughly ravlewed all aspects of the firm'• quality syll9m, the 
cundrrant inspection was limited to th• four observations included on the FDA 483 lntpectfonal Observations ££ I 
a the firm's reaponae to the observations. 

The FDNs Inspection was conducted In response to a discrepanci, noted during an Inspection of the firm's contract 
manufacturer , located In • • • had been found to have eironeousty used non
conformmg material in a validatlon protoc:ol without adequ.-.tely documenllrtg the disposition of the material, The FDA 
then inspected Conceptus to determine if lhe non-confanning material was property quarantined at the Mountain View 
facility. 

The FDA Inspection did not note any deflcienelea with regard tha flnn'a handling of no11-COnformlng material but 
issued an observation to the firm for falling to adequately document Iha situation in a separate CAPA. The firm 
corrected lhls discrepancy prior to tha close of the Inspection. 

The additional three observations noted on the 483 were at• related to a single Issue. Specifically, the investigator 
observed that the firm had not property evaluated eight complaints of peritoneal perfaratfon for reporting to the FDA as. 
an adverse event Also, the firm's fflfl< analysis did not lndude an evaluation of lite risk associated with perforation of 
the peritoneal cavity. 

The firm submitted a response to the FDA {Exhibit B) on January 20, 2011, disputing the validity of the observations. 
regarding the reporting of complaints ror peritoneal pertoratlon. The ·firm claims that this condition Is a result of the 
physician's misuse of the davlca or an error duF!ng fnsertfon and not a failure of the device to perform as Intended. 
The FDA has not yet responded to the firm's submission. 

The FDA inspection covered all other areas or the firm's quality system. No other observations were noted. 

EXHIBrr 

I C--
\. 
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QISCWISION Wf!'H MAffAGeMENT 
The tlrm was cooperative In pnwfdlng all requested doc:umenta and fnfonnalialL It was explained lo the 1lrm that the 
rasult8 of lhe dilcusslon with FDA regarding lhe disputed obsBlvalians would be nwiawed at the next ranawal 
fnepection. 

B.ECQMMENDADON 
No further action is Indicated. 

--.. -.... -...... -.... · .. ----................ , ___ ..__._ .. __ .. 
lmeetlpWa lblme: Lana WldmM hda9 No. _1_3S_,.. _ __, ___ , 

~~~!'!!1!=~ •.. ~ ... ~~H•A<r4H .... ~!~-·--·~~H••-*~•-•tt• 
Supenf9or'a Review/Comments: 

~~\~\,.,st; 

Q\ /'J.S.ll) 
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Conc:eptus, Inc. 
331 East Evelyn Ave. 
Mountain View, CA 94041 
(6SO) 962-4000 

SUMMARY OF FINDINGS 

NARRATIVE REPORT 

Pagel 
Inspection Dato: JUllD 10-11. 2008 

LCN:4jl36 

The firm, Conceptus Inc., applied for a device manufActuring license and was assigned pending 
license number 45136. The firm is a manufacturer of an implantable Class m medical device. 
specifically the Essure System for Pennanco.t Birth Control. 

A two item Notice of Violation (NOV) was issued during the pre-license inspection by the 
California Departm~ of Public Health for failure to obtain a valid license from the department 
prior to manufacturing and distributing medical devices and failure to main1ain the procedure 
Inventory Transfer. The violations were adequately corrected by June 11, 2008. 

Reeommendadoru: It was recommended that the device manufacturing license be issued for 
Conceptus, Inc. located at 331 East BvelynAvenue. Mountain View. CA 94041. 

INSPEC110N OVERVIEW 

Inspection date: This inspection was condncted on Iunc l 0-11. 2008. 

Pumose: 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 requjred by Section 111615, the department shall .inspect cach 
place of business.11 'Ibis was a relocation inspection. the prior locatio.ll at 1021 Howard Avenue 
in San Carlos. CA (license #62105) was licensed with department fiom.1994 to 2005. 

Scone of Inspec~on: The Quality System Inspection Technique (QSIT) was used as guidance for 
this inspection focusing on Management Controls, Design Controls, Corcective and Preventive 
Actions, and Production and Process Controls. 

Twe of tirmf.Products: The firm was a corporation registered with the FDA, #2951250, and 
their Class III Essure System for Peananent Birth Control was listed. They held the following 
PMA: 

• P020014, Essure System for Pennanent Birth Control on November 4, 2002. 

Supplement 18, the most recent PMA supplement submitted by Conceptus had been 
acknowledged on 05122/08 by the FDA. In #18, the firm was seeking approval to terminate their 
post-approval study early, They reportedly had demonstrated adequate bilateral placement 
success for the Essure device, and did net feel adding more patients to the study would be 
beneficial. 

The device was a micro-insert coil intertwined with PET fibers attached to a delivery system 
(introducer. delivery catheter, delivery wire). A doctor placed the coil at the uterine-fallopian 
tube junction. where its coating caused it to be attached to the tube. An Essure kit contniililllfil~!!'!!!!!!!!l!!!!!!!!lll-• 

C11lifomla Department of Public Health. 1r. 
Medical Device Safety Sec::tion 
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Conceptus, lllc. 
331 EastEvelya.Ave. 
Mountain View, CA 94041 
(6SO) 962-4000 

Pagel 
Inspection Oate: June l 0-11, 2008 

LCN:4Sl36 

devices, so the dootor 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 a xray to determine the barrier had 
effectively formed. The device was single use and sterile with a shelf-life of 24 months. 

Ownership/history of fmn: 

The corporation wu founded in the 1990's to help facilitate pregnancy. The original device did 
not go to market and now they JlllllUfactuie a birth comxol device. Conceptus produced between 
4,000 to 5,000 Essurc kits per month, and distributed them domestically, in Canada, Australia. 
and the European Union. 

The President and CEO Mark Sleczlaudc was the most responsible pemon on site. See Exhibit 
A for the :finn7s organizational chart. The company had been at this site since December 200S, 
and it oecupied approximately 50,000 square feet. See for the facility's floor plan. 
Conceptus had approximately 230 employees. mostly in sales. while 100 employaes worked at 
thls fac.ility. They perform research and developments complaints, CAPAs and distribution 
functions at this site. Assembling. packaging and labeling were contraeted out. 

Indiyidual(s) Contacted During the Igmection; 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 pmticipating in the 
inspection included: 

Edward Yu, Director of Clinical Research and Regulatory Affairs 
Tarhan Kayihan, Regulatory Complimae Engineer 
Rob McCarthy. Director of Operations 
Rachelle Acuna-Narvaez, Regulatory Affairs Associate 
Shakil Ahmed, Senior Product Survcillance Engineer 
Rich Suggs, Logistics Manager 
Charan Sinah. Associate Quality Engineer 
Mark Pfurm~ Senior Quality Engineer 
Murray Margone, Facilities Manager 
Harpreet Singh, Senior Quality Engineer 

All correspondence should be sent to: 

Edward Yu 
Director of Clinical Research md Regulatory Affhirs 
331 East Evelyn Ave 
Mountain View, CA 94041 

Pxeyious licensing/inspection background: The firm Wlm inspected by the department in 1994 at 
its former location. They were last inspected by FDA September 21-22, 2005 with no report of 
observations ( 483) issued. 

California Dopartmcnt of Public Health 
Medical Device Satbty Section 

Food and Drug Branch 
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Conceptus, Inc. 
331 Eut Evelyn Ava. 
Mountain Viow, CA 94041 
(650) 962-4000 

Pagel 
InspaetioaDate: J1111e 10-11, 2001 

LCN:45l36 

National Standards Authority of Ireland (NSAI) bad certified their quality system. lhcy have 
CE Mark from NSAI. 

AREAS 1NSPECTED/NONCONFORMANCY DlSCtJSSION 

Management Controls 

The firm had established and implemented procedures for this system. Hemy Bishop had been 
appointed the firm's management representative. The foll.owing documents weie reviewed and 
appeared adequate: 

• Management llcview. SOP 01104 Rev. N 
• Management Review Attendance and Agenda dated 1Oil7/06 and 11/09/07 
• Internal Audit. SOP 00415 Rev. Z 
• 6fl/08-6/6108 Audit Summary 
• Employee Training. SOP 00404 
• Sample of four employee training records 

No deficiencies were noted. 

Design Cantmls 

Design Controls were not a large focus of this inspection. The fmn had established and 
implemented procedures for this system. The following were reviewed: 

• Product Development Process. SOP 00799 Rev. R 
• Risk Analysis, SOP 1830Rev. H 
• Annual sterilization validation. VR·2982 Rev. 0, dated 7120/07-7123/07 
• Design FMEA for BSS30S dated 01/05/07 

No deficiencies were noted. 

C',orrective and Pmentatin Actions (CAP Al 

The firm had established procedure and forms for this system. The following were reviewed and 
appeared adequate: 

• Corrective & Preventive Action, SOP 00935 Rev. R 
• Product Return. Complaint Handling and Reporting, SOP 1630 Rev. W 
• Product Recall. SOP 01045 Rev. H 
• Material Identification and Traceability Policy, SOP 3093 Rev. A 
• CAP At complaint. MOR logs 

California Department of!ublic Health 
Medical Device Safety Seetlon 

Fo01hand Drug Branch 
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Conc11ptus, IJlc. Page 4 
33 I East Bvolyo Ave. lnspectiou Dale: l1111a 10-11, 2008 
Mountain Vicw,CA94041 ~. LCN:45ll6 
(650) 962-4000 \!o,,q.~w1<1~ f1 tV<~4.{;;,'\ 
The firm had t.S87 complaints since the beginning of 2008, I 5 CAlfKs since 2006, and 12 
MDRs since 2007. They•ve had no recalls. A Slllllple of CAP As. MDR.t 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. 

Prgduction and Process Controls 

Conceptus used a contract manufacturer for assembly of the Basua: device. R&D, complaints 
and CAP.As. and distribution were the only in-house functions. A tour of the facility wa,, 
conducted and the following were reviewed: 

• Good Documentation Practices. SOP 00370 Rev. G 
• Enaineerlng Change Order Procedure, SOP 00399 Rev. 0 
• Essure Demo Assembly, R2688 
• Deployment and Release ofMicro-Imert Test. R2621 
• Essure Delivery System Tensile Test Method. Rl68S 
• 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 Monito.ring. SOP 00739 rev. V 
• Approved Supplier List 
• Supplier files:$ £ I and •••••• 
• Supplier Agreement (See EKbibi.t C) 
• Environmental Monitoring of the Controlled Environment Room, SOP 00928, Rev Af) 

• CER testing dated 03/11/08 and 09117/07 (CER was not used in productionlR8tD only) 
• Calibration Procedure. SOP 00379 Rev. S 
• Calibration log and two equipment tiles 

Supplier assembled the devices and shipped the devices ta V £ in 
. I g I shipped the sterilized devices to Conceptus. Conceptus reviewed 

the products certifications and perfonned incoming inspection on a sample of kits (AQI. or I.!)). 
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 ... in 

[I g. '-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 00454 Rev. Y (See Exhibit D) because it 
was the procedure from their old facility and was not the procedure being used at the current 
facility. The firm provided adequate corrections on June 11, 2008 (See Exhibit E). 

California Department of Ptabllc Health 
Medical Device Safety Section 

Food 1nd Drug Branch 
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Couc:cptus. 111.c. 
331 EulBvelyriAvc.. 
Mountain View, CA 94041 
(00) 962-4000 

An'ACllMENTS 

A. Notice of Violation dated lune 11. 2008 

EXHIBITS 

A. 
B. 
c. 
D. 
E. 

•• 

CJ'l.it:.~1..-1....J r 

Christine Rodrigue~~ 
Food & Dmg Investigator 
Medical Device Safety Unit 
Food and Drug Branch 

California Department o~.~lia ~ealth 

21 Id• 

PagoS 
Impection Date: lune 10-11, 2008 

LCN:4'136 
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NOTICE OF VIOLATION 

Food and Drug Branch 

;i~rt(lnittfttf'lff:V'l<:d 

Hf.FVR '{ 2'1Srt0P 

The conditions or practices noted below were observed on subject pfe!Tlises this date. These are alleged ro be violations of 
one or more provisions or California law pertaining tc> the manufacturo. processing. holding, sale, labeling. ot advertising of a 
food, drug. medical device. cosmetic. or hazardous substance. The Oepartmaot may seek administrative, civil, or criminal 
action for each of the vlofalfons. This report has been prepared to alert the management of the investigator's findings. It Is 
the responsibility of the firm to assure compliance with all applicable laws and regulations. 

('7\ YHG'.: E1RM rf'\ltk{) "T(> C\~TA1r...) A Vt'•l-1 Q b·JC.~.f:'i..:.!.01vl D·tG 1)t-:l:?cl.f1.CT.Ur~· ....... 
_?1-<-IL(~ TD [\..IANPFJ.\cJ1•G;l~.\4 .... .H8)1(",~1 .. f~t~ !UC; Fus.-.• 1\·11;.;rl) n: It!£.:__ 

f\OQJE 1.Lc:ATlq.J ll':=' ~c.oG. __ btto.. t~6"i e~J MBNJlc1''Tl' &11\l~ ""'ED1<AL Di::i.·.<t!. .. _ 

_ re-!&:\ ';:ll)f~ ·rc._J·t\·f PIC!!.::~\Ef ... \\ _A_:t_J.~J~J lll\f L-U!.f'(J~t=D FoL I Lt n1-------
. CZ2...:CT1L Fu~.M J:)~ 1q~Q iO 1:-lrlltiLJ.lUN P\?.t;•C.LF.fhl!S!t~ -ru !'>:(...f•l~ .. ,L i~cu1\1L_l\lJ;i. __ 

_ R~\R.G"D \?:i Ht£ [sov~u r't ~sq;,M g;::;t""ut...811&_ ~\"l<;.eq:1ct\l.:.L.¥-. .fc·P_ CQ:L~!::t 

. Rev\<;.\DN '{ f""_lf.E'rf!::t11)1·ML, rr..- J.l":/.~\.fff,.,R'/ Tl::lf:;\fJSF.Et?.,_ :::!~~JLC:-':2.._f>t1~. S·'ft:'l<'ll 

A~'.>_ Ct .. 6iif .. _,,n:·f?:J_( ... G;" _ {;.~(Jf.~1\f.JTI ~L ~f'\<..".~S-h.Uil_::uii;· _ _'.:.))!\l\l_ CA,::.~ 8. ~tlH .. 1,:'.j( . ANL) 

_·t:.t .. Le:. _r-"1\u.1u TV-hlLUJ.•1 .... ,)x;£.~. V(...e.s. • .I'1~i.:.· ~·n:;.J..l1t.E_ 1-\1\.iu \~1.,:~x • ... n:1?_1 LE U\~~2\f\.\D_ 

.... 1.0:.X~.?- N~' r Jjl\. '! £_ ... tJ Y.\I "-'-"""""' ......... "'""'"""""'".;;._~.---- -·----· 
I 

Si 11ln thrs notice does not indicate admission of e violallon but onl recei Jt of the Notice of Vlotalion. 

PegeJ01.l 
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Jlishment Inspection Report 

nccptus, foe. 

~fountain Vie'.':, CA 9*.1-1530 

FEI: 
EI Start: 

EI End: 

1000221357 
05/30/2013 

06/2612013 

SUl\fMARY 

[ initiated this inspection of a canufacmrer of a type 3 permanent implantable contraceptive device 
oonducted in acoorda:ice with FACTS A.ssimment 8676539 as part of SAN-DO"s FY "13 workplan 
for medical devices. I co:iductcd this i!!!-'"pe"ctlon pursuant to CP 7382.845 under PACs 82845A 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 \'\"as not reporting as MDRs 
complaints in which their product migrated trom 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 
finn failed to document CAP A acti,,ities for a supplier corrective action. That inspection was 
classified V Al. 

Inspected finn: 

Location: 

Phone: 
FAX.: 
Mailing address: 

Dates of inspection: 

Days in the facility: 
Participants: 

Conceptus, Inc. 

331 E Evelyn A\"e 
Mountain Vie\\·, CA 94041-1530 
650-962-4000 

(650)691-4729 

331 E Evelyn Ave 
Mountain View, CA 94041-1530 

513012013, 5/3112013, 61312013, 6/412013, 6/S/2013 6/6/2013 
61712013, 6/10120q; 611112013, 6/1212013, 6/13120i3, 6117/2013, 
612512013, 612612013 
14 
iimothy C. Grome, Investigator 

On May 22, 2013 I p:-e-announced th~ inspection to Henry V. Bishop, Quality Manager. On May 30, 
2013, C showed my credentials to and issued an FDA 482 (Notice oflnspcction) to D. Kcitb 
Grossmanz:. Presid~t & CEO. According to his a~ssion and that of all of the firm officials present 
at the open.mg meetmg v.·~ the most responsi'ble person in charge at the start of the inspection. 

During the CUITCDt inspection Conceptus, Inc. was acquired by Bayer Healthcare Pharmaceutical 
Division: At the close of the ~-pectio~ ?i.1r. Grossmann was a consultant contracted by Bayer. The 
most ~or ~a;iage:uent official on-site by the close of the in~-pection was Joseph G. Sharpe 
Executive ~~ce ~td~t. This was by the ~ission of Mr. Shaxpe. and Mr. Bishop. Also at the 
close of thb mspectlon tile firm was prepanng to move their headquarters over the first week of July 
to the new address. 

1 of3 .EXHIBIT 

I ,::: 
i-
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. .l"lishment Inspection Report 

:'>fo!mt'.i:?. Yie\v, CA 94041-1530 

J~~!'.:i. G. Sh:i.~ E.'(ecutive Vice President 
110 I McCa.-thy Blvd. 
~El;i:i_, CA 95035 

FEI: 

EI Start: 
EI End: 

1000221357 
05/30/2013 

06/26/2013 

C~t Inspection on July 9 to 11, 2008 covered CAPA and Design Controls, and reporting of 
)IDR.s.. 

I aiked furn officials if Conceptus, Inc. has had any recalls or field oorrections since Janumy 2011. 
H~· V. Bishop, Quality Manager, told me that there have been no recalls or field corrections in the 
past n."\) ~'C3I'S· 

l mie'\\-ed the fi...'1Il's procedureS for compl8.ints: 
PrOOuct Returns, Complaints Handling and Reporting SOP-1630 Rev. AE (7/29/11) 

~IDR. Processing WI-03306 Rev. F (8/16/12) 

l r.qu~-red for a. COt:l.plete list of compl~ints since January 2011. Mr. Bishop provided me with a 
CD-RO~t with an E."C"'...el file that contained. 16,047 entries for complaints. He also provided me with 
a list of~IDRs. I requested and reviewed 11 random complaint forms (Binomial Staged Sampling 
Pl~ Confidence Limit 0.95 =< 0.25 ucl). I requested and reviewed an additional 18 complaint 
foililS. Th~ additional complaint forms that I reviewed contained the k-eyworcJs. "peritoneal" or 
abdom.i:mf" ca"\ity "ith '"pain", or pregnancy. All of the complaints in which one or more coils were 
i::n~ed outside of the fallopian tubes, bad documentation that the patient was not -at last contact -
~c:n::ing pain. As such those complaints were not reported as MDRs. · 

Tue ~cy complaints that I looked at were the ones in which the patient chose to continue the 
~cy. I asked Henry V. Bishop, Qaality Manager, if the fum has data on the outcomes of 
~cies that bad oc:curred after Essure placement. He said that there was no data compiled but 
c~ t!!e !L-m oomDile d:iu for me {Exhibit #1). This graph wa~ compiled from 132 complaints 
C-erw~ Jan1.13o.-v 2011 and March 2013. Three of the categories are for the patient plan at time oflast 
.:o=:::i.:t 1;-,· Con~~;>tus: .. Plan for live birth", "plan for medical termination ..... and "undecided". Three 
o±e: C:!.!.;l?orie.; \~-ere for known outcome of the pregnancy: "Medical tennination ..... "miscarriage". 
~;'Live .birth (healthy; uncomplicated)". I searched for "miscarriage" with "migration" of coil or 
.. coil in U!erus" and found no results. 

I followed up on 3 FDA Consumer Complaints for Conceptus. Inc. These complaints were entered 
into n:e firm's data base from MAUDE. These complaints were assessed per the firm's complaint 
hzmdling procedures. 

2of3 
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.olishmcnt Inspection Report 
1nceptus, Inc. 

Mountain View, CA 94041-1530 

FEI: 
EI Start: · 
EI End: 

1000221357 
05/30/2013 

06/2612013 

I reviewed the finn • s procedure for Corrective and Preventive Action. C~rrective and Preventive 
Actions SOP-00935 Rev. U (9/22/10); I reviewed the list of all CAP As smce Januru:y.20.11. From 
this list I selected 11 random CAPAs (Binomial Staged Sampling Plan, Confidence ~rm1t 0.95 =:< 
0.25 ucl). Four of these CAPAs were the CAPAs opened in response to the observations of the 
previous inspection. The current inspection found no objectionable conditions with CAP A system. 

Since the previous inspection Conceptus, Inc. has had no completed new full product designs. For 
design control review I chose the design for the(b) (4) (b) (4) This pro~uct is currently between 

(b) ( 4) stages. l reviewed the following design procedures: Product Development 
Process ~OP(b0)0(:)9 Rev. V. I.~~~~~~.t!i~.~~!~,~i!~~!Y@_czJ?I:!f(b).(~)·i!tjtia~.on(b) (4) ~The _ 
new design . . ... , , .,. . ·- --·-- .1.. __ • • 

(b) (4) is a product of(b )(4) · · _ ,.,., "' -· _ . · .I reviewed customer needs, specifications, 
and(b)(4) tests. I also reviewed theRiskManagementPlan{bY(4) ----.-·--·- .. -~(Exbibit#2). 

Since the previous inspection the former Chief Executive Officer and President, Mark M. Sieczkerak 
was replaced with D. Keith Grossmann (Exhibit #3). By the close of the inspection Conceptus, Inc. 
was purchased by Bayer Healthcare Pharmaceutical Division, Mt. Grossmann was a consultant 

At the close out meeting on June 26, 2013, I discussed with fum management present the exclusion 
of risk assessment for safety of loose coils inside the peritoneal cavity in Risk Management Plan 

(b) (4) . This was one of the-observations from the previous inspection. Henry v. 
Bishop, Quality Manager, told me that the FMEA does ~ave perforation (Exhibit #2, pages r and 2) 
and expulsion (Exhibit #2, page 5). All of the observations from the previous inspection had been 
corrected. t warned firm officials present at the dose-out meeting that no even tI1ough r was not 
issuing an FDA 483, that d.oes not mean that there could be, at their firm, conditions which may be 
objectionable. l warned of penalties for violation of the Food, Drug, and Cosmetic Act. 

EXBlBITSCOLLECTED 

J. Pregnancy Report Data 
2. (b)(4) DesignFMEA for(b) (4) (14pages) 

3. Organization Chart for Conceptus, Inc. Senior Management Team 

A TTACBME1'1TS 

I. FDA482 (Notice of Inspection) 

r.~ 
• Grome, Investigator 
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l>lll'ARTMV.Nl'OFffEAt'fUANDHOl\L\NSKRVCCES 
i!iu11uili'AOOtt.~""iil""'IT!""ll2N""i!t"'ll1Jll~,,,,,w-t-~------.:.'<!.OO Al-ID llllUO!'Jl .. M;.;;IN~l-ST:;.:;AA=1'l<lH=...,..,.1111=""""=-=:r.----------

14,31 Harbor Bay Parkway 
Alameda, CA 94502-7070 
(510) 337-6700 ~ax1(SlO) 337-6702 
Indus Information: www.fda.iov/oe/induatr 

If Otl'l!llll~Wll6ul'IU01<fiiill!!6 

T01 Ma:rlc M. S:leczltarek, President and CEO 
Pilill1WJE "' 

12/08/2010 - 01/06/2011* 
nil!M.1 • 

1000221357 

'l1lis document lislsob:!Cr'lllt!ons mndo by tho FOA repteS1:11fativc(s) during lhe lns&Jection <if your ftloility. They ore lll$pection11l 
obsel'Vlltio11s1 and do not represent 11 llual Agency determination regurding your compliance. ff you !lave !It\ obj.::ction regarding an 
observation, or have implcrucnt<ld, or plun lo impfllmcnf, corrccliveactfon in response lo an observation. you mi\y discuss the nbjcct!on or 
netion will1 ll10 FDi\ toµcc:sontntlvc(s} during the f11spec:llon or submit thi$ infom111tio11 !o FDA at cneaddrcsulmvi:. ff' you bnvi; any 
qullSlions, plc!IS1.> colll11ct FDA al tltc phnm~ 11111nller nncf add!'lm above. 

Tlr.tJ observats"on.v 11oted In this Farin FDA-483 are not an c!Xhau.rlive listing of objectionable conditions. Untlq1· the law, your 
firm 13 Ye&ponsib{tJfor conducting tnternal sclf-audlls to ldent(fjt tllld t:offllcl ony and all vfolatlons oft/111 quality systein 
reql!h•ement.v. 

DURINC AN INSPECTION OF YOUR FIRM I OBSERVED: 

OBSERVATION 1 

An MOR rnport was not subuti!ted within 30 da)'R of receiving ot otherwi$e becoming aware o! information that reasol!llbty 
suggests chat a marketed device may have caused or conlrlbuted !1> n death or i.'llrious injury. 

St~coifli;a!ly, the fuUowlng complnlnt.'I from My 1.2, 2010 10 Dec. lo. 2010 bolfl report a bowel perforation chat oecucrcd 
dmiug Ille proc(ldure to pt11ce !lie firm's product: 

qb).{4) . I iu~idon~ nnd nwat'U dnte of' l 1/JJ20l0: Pertbmtion trom scope; patient tnken to ltospila1 for explorator1 
lapnrosoopy. ltesoluticn notes on 1212.1.120 JO stale:.'! pnticnt had bowef petfomtion with SQ1lle btfmortbnge. Paticd had n 
b~•r.torectomy~ ' 

2. {q]. (4} I incident and aware date of l 1/t6120t0: When doctor attempted to plac:c secoad device, she used gr11S1,em IO 
locate U1e ostium. She perforuted the pnlientl! bowel. 

Jn botb ~'Otr.plainls the firm's device did not directly ca1.-se the injury, but the procedure for use required the use of nit 

hys1eroseo11e and visuall.?.atio1t oCd\e tubal O.'llium. 'Chere were 4 l complaint~ of pcrfortltion from July l2, 2010 to Dec. 10, 
20 to the abl)"e two c<1mph,in1S were the only lwo of1he 41 tbat involved perti>ra{ion of the bowel. ·roo other complaints 
were for u1en1S or fultopia11. tubes. 

Tbere wn..-i ouc eo1upl11int 11ta1 wns not for 11 perfu.mtion but for which a er scan showed that tltc insert was in ~wo piee.:s 
witl1 one of Uie pieces outside of the tube between file urerus and the bowel: . · 

3.1b~ ,(4) . :I incident date f UOSl20LO, aware dato 121l612010: Patient reported pain. inunediately Col!<>willg the procedure. 
&.'II.Ire procedure done on t llS!lO Verfol'.itled a c;r sc11n wl\iclt reveared dc•1icc wus In 2 pieces; pro.:dmnl part was iit 
isthonml portion; distal between utet\t.'l m1d bowel.PhysicLin plans fnpnroscoplc. removal tomorrow und tubal ligation. 

.-
SEE REVERSE 
OF THIS PAGJ: 

) -~-----=-----1 
Timothy c. Grome, Investigator oi/06/2011 

l 
QHIJIT 
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" ort.MRl'MHN'r OF HSA.L'l'fl AND HllM.Atf SBR~CES 
~"OQD AND Ol!\10 Al)MINIS'l'tv. TIOli 

CtHiw1 Nll!Mll• NIOPllO~~nu,.,,.1( ti.'litl&IQ;1ffiii"ll!r101i 

1431 Harqor Bay Parkway '12/08/2010 ~ 01/06/2011* 
Alameda, CA 94502-7070 '-~ 

(510J 337-6700 Fax:(SlOJ 337-6702 1000221357 
Industrx Information: www.fda.gov/cc/ industrv 
-~-oulllI.UW!ilONIOl:IJ. T0\~11®'1iiljiQjlf13iiiJKO · 

TO: Marlc M. Sieczkarek, President and CEO 
111• .. 1"""'1 Stru!IO•"""""""~ 

Conce2tus Inc. 
-cl1Y.IWA\il:ili'cllUll~ o:atlllffei 

331 B.Evelyn Ave. 
"'"'lillTM•l•_,ullll'l.'Cltllll 

Mountain View, CA 94041 Medical Oevice Manuf:acturer 

OBSERVATION 2 

An MOR report was not submi1<cd within 30 days of receiving or ctherwi$1J b1."COming aware of information that rensombly 
sur:gc.-;ts that a marketed device, ltas mnlf\1nctfoned !Uld W<)uld be likely lo cause or contribure to a dcatl! or serious injury if 
the multluicHon were to recur. 

Spccificn Uy, the firm received complaints (l1at a perforation had Qceum:d wilh lite coil micro-insert beiog seen 
rndiograpb1cally oulsfde of' the Fallopian Tube in I.lie abdominal cavity: 

tJb) @). I incident nnd nware dnto WO ll20ll): 1wfomtion 2 HSGs showed device was located in the peritoneum. 1'he 
micto·insert was removed during a lapMmieopic tubal ligation. 

2.~). (~L I incidentdat~ 10/llSl20tO, awlll'Cdttltl 10/0812010: Perforation; l mlcro-iru1ort is in Cite peritoncaleavily. l!-;suro 
was placed In June 201 (} patient is asymptQmatic. 

3. (b )(4) I incident date S/H/2010, aware dare 10/21120 l 0: Perrora!ion observed on JISG. &~sure tirocedure done 
S/l lfl O. HSG shows de-,1!ce is outside the tube on th~ left side in tho peritottellt cavity. 

4.$} (4) I inclcfout datu I 012612010, aware date l0/2612010; Perfor11t1011; on aso micro-insert observed in Ille 1wrltoneal 
cavity. 

s.!6) (4} I i1tcidcnc date 09/0112010, aware dale 1211012010; Perrom!lom tuic~·insert loe11ted outside 1bc tube In the cul-
de-sac. Essurc done on 0!>/01110; no HSG done 12/09/l.0. l'lllicnt is llll)lmptomatlc. . 
During lhe time period or July l:?, 2010 to January 4, 2<>1 l Uicre werc•tS coruploints for perfonitfon. lwo f11r perforation of 
bowel, of 111l 1hc other ror perforation of the tube two ((b) (4} .. . . - D were reported as MORs in 011e'tb) (4) I 
the patient complained of bleeding, in Uie ot11erfiif{4). · I the j>llticnhmderwenhurgery to remove tltc micro-insert. Tile 
five complai nls l!sted above wccc the other complaints involving a perfomt!on of'tlt<J \:tcrus or faUopinn tube ill whiell tfte 
micro-insert was located in the peritonenl cavity. 

OBSERVATION 3 

Risk !lmilysis is incomplete: 

Specifically, Design Fnilur~ Modes fiff((Cts Analysis ~DFMEA} ~r fis~ro ESS3~5 Doc~1~cut Numb:c'(~t{~) _ _ . ,. I docs 
not include ns 11 potential thtluro mode or effect, locntrou ol:'tlto nucco-1111.'ert coll in the peritoneal cavity. Smee December 
2007 according to coroplnint database 111-ovided by the firm there have been SOB eompmints with the subj<.-ct including 
perforation. 168 of these compl11ints were ot'the subject perforation (micro-u1sert). and S were cxpulsion/peribmtiou. tn the 
same time period 11ccording to Ute list ofMedicel Device Reports, llter-e were l complnin!S reported forpainlpcrforation, ts 
coropiolnts for perfomtion and one for perfuflltlon and bleedi11g. In llte dalabase supplied with a complnint des.;:tiption I found 
4 complnillts ofperforation from July 20, 2010 lo Dec. 10, 20l0 In which the 11tlcro-i11sert c11i1 was found on x-my to be in 

....... .-Y11\llii1aiiii!O\lllitil ~ ~ , OA!em"u.11 

SEE REVERSE TimochY. C. 1 G:r:ome, Investigato~ 7 ~ 0 10612011 
OF THIS PAGE l 
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!fS1TllCT rOf.li\!iMA.,'ililtiUitiG:~mulil'!' 

l>&PAR1'M•:Nr 01!' fll-:AL'l1l ANO UUMAN Sf:tlVIC&S 
FOOD ANO PRIJO .AllMtNISTllA1lOH 

1431 Harbor Bay Parkway 
Alameda, CA 94502-7070 
(510) 337-6700 Fax: (510) 337-6102 
Industry Info.rlllation: www.fda.qov/oc/industry 

illimrAfitthfuiQlii!illl\'iil!i.\t fOV.'l«IMlltilWfi!l:lill! 

TO: Mark M. Sieczkarek, President and CEO 

CMil(iiifl.i *•oiiiltil& 
12/08/2010 - 01/06/2011.~----

1000221357 

~~~~~-r;;~~llfla~"""'"""""~~~~~~~~~~~ 

Mountain View, CA 94041 

2007 according to complaint database provided by the firnt there have been SOS complaints with Um subject including 
perforation. t68 of these complaints were ot'the subject porfbmlion(mlcro-insert). and S wel"C exp11lsionlperrorntion. ln the 
same time period accocdir.g to tltc li:lt of Medical Devi.co Reports. tbere were 3 complaints reported for pain/perforation, 18 
complaints for pi:rfotation and one for pcrfonttion and bleeding. Tn the database supplied with a complaint deScrlption I found 
4 complaints of pcrtbration from July 20, 2010 to Dec. 10, 2010 in which tbe micro-insert eoil wns found on x-my lo ho in 
Hie erironcal eavi . 

OBSERVA1'10N 4 

Corrective and preventiw aetion activities and/or results have not been documented. 
..· 

Specifically, after railures in Desi n ot"Bx imeni for rcqualUkation or manufucturc of miccoinsert coil c;athetl.ll"ll produced 
failing results on l t!J0/2010, ~. 4 .•, · ·.. . our firm~s.englneers leamed 6:om lek.'t)hono conversations with eniineers 
from. your controct manufacturer{b )[4) .. • ·· · . . '. that deliv · Wires used for the test lots were taken rrom quamntine 
without having the components fully ecrtif1i:d.!J:>).(~). . :t ; f', • •. Your tirm did not receive the contcact manufucturcr's 
CAP A report until 12/21J20l0. That CAP A did not nicntion Ute non·conforntity of your contract manufacturer not following 
their own SOP for i:ontrol of'no1t·conforming material. Yourlinn covered thfs deviation under CAPJ,,llif{4!1 Ul!2S7l0 O\mned 
to document actions taken to address U1c detachment milures noted during lot relcase{6) (4) · l BSSJOS as 
documented in!!_> }(4 L i " · : · · · ' 

ANl-10.,-11-noN~ · · · · · · · · 

C> j(bt(4f ft H A 

((b)\4) 
o f3 S'C.evJ\.T10.u. '2.. 

KoH4> .... 
0 BS ~p . .v A i10AJ 3 

!(~} (4)' -·-··

(?/ gs~~v.J rioJJ 4-

·-----

;, 

I"" 

Co V"('Qc.+- q~ o.v.J. 

SEE REVERSE 
OF ·rHIS PAGE 

Grome, Inveatiqator 

lNSPlWrlONAL ODSElt.V A'rlONS 
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DEl"Alt"fMRNl" OF mw::ru AM> HOMAN SR!lVlC«S 
·-------1''-"0Q!!J'l«Q !lllU<J AOMrlil!rmATllJN 

l!i1i'l(1nt u-.oor. i1,.vllifo.a11u"9<1t ~ im~~Ci"'ti 

14~1 Harbor Bay Parkway 
Alameda, Cl\ 94502-7070 

12/08/2010 - Ol/06/2011• 
fi!"i!lliiiil!R 

(SlO) 337~6700 Fax:(510) 337-6702 1000221357 
rnd~eyttiy Infol!1Ua.tion: WWW. fda ._,,~.;.o_V.;../_o_c.,_/.;.l.;;n,'--d""-tJ...;.S.;.t_...... ____ .._ ________ ------
~ 11 ll1'1iiM!i)l/AJ:mv.1idl:lill!ii1!AHil1i11!6 -

,!~~~Mark M. Sieczkarek, President a~nd_.;.CE.;...,.;;O~=~=rn=-~~--~~--~~~----~~~~~~• 

conceptus 1 Inc. 331 E.Evely~Ave. 
--~"n"V.-""'.~'"'rhi'"'e.""i""ili"'a:>""~,.,;.,,,tt:M""""•n""'""--...,....-----·-----i""'i'iiln4rM£1iliW""r'i'd'Jli"'e"'tmi""""--------------1 

Mountain View, CA 94041 Medical Device Manu£act-w::at: 

OBSERVATION 4 

Com:ctive and preventive action activities and/or rc:.<mlt:J hnvc not been documen<c:d. 

Speclflcally, after fi1ilures iu Desi 11 ofBx erimc:nt for requaliticatiou of manufltctuce of microinsert coll cnlhe(crs produC1.'tf 
failing re.quits on 111301201 o.: b (4 " yqur firm's engineers (earned fu-111 telephoue eonversatiol1ll witlt engineers 
rrom youi: con!mct ruanufncturer~bH~L .. : that deUv wire.q nimd for the lel$t lots were mfcen fi:om (\11at1mtinc 
without lmving tile components fully certified.; b .. "' . .. , . Your finn did not receive the t.'Ontmet manufueturet's 
CAPA report u1tlil 12121/lOlO, 'fhatCAPA did not mcnlrott c~c non·confomuty ofyour controct mBnnl'acturet uot fotlowiu& 
their OWl\ SOP tor con«ml of llO!l•COUf0tmi11s material. Your firm covered this deviation under CAP;/(6)110/lS/to opened 
to document actions lllkeo to address tile dct:mhmet\t fuil11tcs noted durh1g lot release of,(6) {4) ·· · 1 BSS30S as 
documented i11tb) {4) .1· 

SEE REVERSE Timothy c · 
OF THIS PAGE 

INSl'ECl'lONAL ORSBttVATIONS 

01/06/2011 
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\. 

1$11 ·-·~ .......,_~ ,, ........ ~ .......... ~ 
lM'!l'>Ut'fMEN'f 011 ilRi\lll'lIANI> Ut:l'MAN Slm.VU::.:S • 

FGOI> l\Ml> DRUO i\!>MRllllTltA'r!ON · - llll~m...-JJ:M 

1431 Harbor Bay Parkway 
Alameda, CA 94502-7070 

06/25/2003 - 07/07/2003* 

-·------·-(510) 337-6700 J!'alt: (510) 3·37~6702 
~ ... .,,,.1'~·~•-H.lO\'IJl<ll41Wl'<ll\1-

..J2,ime Nill...:l;.<IJ!.H· Dip~el, Vice President, Oper;ations 
Gtl\!'1>'T N>04<""'1 

conce~~~1-!°.~· 1021 Howa:r.d Avenue 
<it~uoo~Zil>~~¥,.--------------~--~------1M,.=>1,~~·l>!ll~.,__~~.w~~-~,rv~i11i'E\'='~m~,,--.• ~.~-~--~--·------~------1 

San Carlos, CA 94070 Medical Oev,ice Manufacturer 

This <loi:1mrent lists 00servnti\11w m11.do by tho FDA tq1t~nl11liv¢(:s}durll18 Ibo i1l!IJ11:~011 otyo11r Chcilily. Tiicy alb iuspectiooaJ 
observations, 1111<1 do oot ccprcsi:llC 11 (11tnl Agati:y dctcnuinntion mgllrdin3 your oomplluaco. lfyou luwo !Ill objceli~1t re~a im 
ob~tion. 011~1'1C ln1plctncnti:d, or plnn to Implement, com:~livo aetiQI\ in rcs1,101J110 ti> an obscmllioo, you may discuss Ille objellllon or 
nction wit!\ Ifie VOA.n:p~nhtti.vc(s) duriug l.llll iuspcction or submit tl1is int'om1ation to FDA nt: the ruldt~ nllovc. l£)1<ln !)aw oity 
questio11s, 11!'1ll.'IC eontact FDA nt tM. pltono uvmbcr attd ndiltl:ss abovo. 

Tile o!J.r111WtlifJl11111oretl hi 1111.-; Fomt FDA-4$3 arp: llflf au e:oelra11slh•e li.Vllng Qf o/,ljectlo11a6leconJl!i<ms. Uiulcr 1/111 fa1v,yo11r 
.fim1 J 11 res11m1l>1Me for Mndi1ctin[{ ft1femaf .111C4'1itllrs to fdimdfy anti l!orrqct a1,Y a11d qi( ~'fofal/~11.v of l1'ss tplQ/lf.y .fJsfe111 
.1·41q11in:me11f.t • • • ·• • 

'• I 

DURING AN INSPECTIOPf OF VOUR FIRM I OBSERVED: 
It, ,•. 

. ''., ~ . ' ... 
·oasERVATION 1 

Not all data fi'om quality data aources ure~elyted tiY identffy 'eitlSting.aild potential caus" ofilollconforming product aud 
other quality problems. · · · ·. · ' 

Specitfo11lly, duriug ".review of'l~} (4} llot Histo1y Repuris (Ufi~) for the.manufacture oftf11,t.BSS1.1ro Pennnnent Birth 
Control System, two Lot Histocy Rt.'<.-Ords'll11ow:cd rojc<:t<id rnw:matcrials 1Jn11/or subll.'fschJblies hattd-wntteu on the Work 
Otdei-Picldist. This infommtloi.t/ data ~SI documeuted.on.P!Jge 2: ofl 'Of the Q.Ali-2~S (~tilitf Assurnnce Fam) whloh 
is used to ttnek nntl trnnd in-ecocll£s d111:1:. .; : • • • · · • • . ' • " t ... 

f!Jt1u11p!es '11tc: • " . · .. , .• • 1 • ·\ • • • • . ~ ·• · . · · 
r,HR~~} (4) .. -~llowsXll )J4 ). : fnner.'Outcr Coil Sub«SS'epbliM r~fcoted (i1nnd-written).on·the Work Ordw: Pieklist, but not 
d•m!tMnt on Page 2 of3 of·t.HR; l!ssuro Stel'ile 2•DWi<:~.{b). (4) .. .r · ·. · .. 

... \ • t ~ ~.·· 1" 

L."Ilt,(b) (4) 9hOWll Xb r (4) ~!lner/Outet C~JI ·subasselll~lies rej~c~d. ·(bandrWtitten) Qll the-Work Order Picklist. but not 
document on Pnge 2 of3 off J:Itt llisute Ster1lo 2-Device(b },( 4).. · . . ! . · · · , _., ___ .... ________________________________________ ..... 
oasr:.RV;\1·1ou 2 

'Pmced~s were not followed fur the control of products that do not confurm to.specifications. 

Sp<:.clticRlly, your pro.:.:dure, SOP-00383, "NONCONflOltMfMG ~r~llli\,, ltlWffiW", fut: han~lim~ OOl\\.'\)llfuo1u111~ 
matcrin!s llellnes lb~tu nouconfonni!!8 mafo~ul y11dcr Sc_t'.~on ~ :0 ~11 "rot(~) . . . . . .. _,. "" _ : . . 1 

(b \ (41. · · · , • · . ~ Your SpP 11!~0 stafci; thnttbis prc>t:Cduros is to be used 
'rlr·r~)(4) : , · ·· · · · -
.roH4> ~: . _ ... _ _ . . - . . .. 
A revie\I/ ofLot Instory Records (Um.~) rovealed that raw materials and sub•assemblic~ (i.o .. Inner/Outer Coll Sub· 

--~--·~--~-.--------~~-----._----------~--~--~-----------~~-.-.~~~,-----~ 

SEE REVERSE 1 
.!!.f THIS PAGE .. ----·------------.__01_1_0_11_2_0_0 ... 3·-i 

l10t1~u""1..1n~ - .• .., .... !'1~0ll;'IOO.~o~'ttl ,._.., .. ,lf!~1'!,2tJ:~~.,.,!,..~;.;,!-;;;;/\-.'l1;;.;p..,NS .... _,,.,., .......... , ... ,.._,,..~_.,.,_.,.,",..'!11-. ... 1..,~..,.1..,.,Y..,~.<lli ... 0 .. ~ • .-.J 
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~--0ii!M\!£Mi'Nfoo'iijr~urj{t\ND1(a;;u..7ffilcim' • ---:----• 
"' • ·• . FOOPAJIOl'lltUOADM!kH..'l'tltA1f0U 

ililmiiti'AliiSlll'"1Mliii'ii6ilmc~ • ~<ll'it<!;l't'J:IU• --

1431 llarbo~ Bay Parkway 06/25/2003 - 07/07/2003* 
2\la\ueda., CA 94502-'7010 fr:1wts.fiit ' 

1~~J"!J~•nl37-61000wi:-n~!.~.~ 337-6702 1000221351 -~--------
TO: l'l'illia111 H.' PiP[>el, Vice P.resident, 
!'lllf.IHMI! 

op0ra.tions 
~~_,.--~--~--~~~~--~~~--~--· 

1021 Boward Avenue 
·- -~19\Vl!Wffiffl!taili -

.Medical. Devic" ManUfacture.-r 

assemblies) were being rejected dnrlng manufacturing oftlio Bssure PCllttanent Birth Control device, but no ~terial R~ew 
lleport(s) were initintedfgent:rated fot thcso rejeots. 

•DATES OFRtsPECTION: . 
06JlSJ2003(W'ed), 06/26/200!J(Thu),.000/2003(Mou), 0'7/lllll003('l\ic). 07/0W03(Tlm}, 01J07nool{Mon) 

FDA EMPLOYEE'S NAME, TITLE, AND $1GNATUR~: ; · '. 

~~Jlzaz._· ...... 
. . 

Ma.ck K Clum. In.vestiaator 

SEE REVERSE 
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07/07/2003 

l'Allll2<ll';tl'A(ll'.l) 
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