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POST-ARGUMENT JOINT SUBMISSION  

CONCERNING PLAINTIFFS’ WARRANTY CLAIMS 
 

At the direction of the Court, the parties discussed plaintiffs’ warranty claims on 

January 12, 2016, and plaintiffs agreed to withdraw the following paragraphs without prejudice1: 

  103(a), (b) as to all plaintiffs except McLaughlin;  
  103(d); 
  103(h); 
  104(a) as to all plaintiffs except McLaughlin; 
  104(c) as to all plaintiffs except McLaughlin; 

104(d) as to all plaintiffs except McLaughlin; 
  105; 
  106; 
  107 as to all plaintiffs except McLaughlin; 
  108(a), (b); 
  109; 
  111(d); 
  111(e); 

1  Paragraph numbers from the McLaughlin Amended Complaint. 
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  111(f) as to all plaintiffs except McLaughlin; 
  112; 
  114; 
  116(a), (b), (c); 
  117; 
  118; and 
  119. 
 

Attached hereto as Exhibit “A” is a chart of the remaining warranty claims.  At the 

direction of the Court, defendants have noted where those warranty claims appear in FDA-

approved statements including various iterations of the patient labeling (“Patient Information 

Booklet”) or physician labeling (“Instructions For Use”).  We have also indicated situations in 

which the statements came from FDA’s Summary of Safety and Effectiveness Data or were  

intended for physicians or other parties and not consumers.   

Attached hereto as Exhibit “B” is a chart containing Plaintiffs’ position on the same.2 

Respectfully submitted, 

Dated: January 15, 2016 

KOCH PARAFINCZUK &  
WOLF, P.A. 
 
/s/ Marcus  Susen            
Marcus J. Susen (admitted pro hac vice) 
Florida Bar No.: 70789 
Justin Parafinczuk (admitted pro hac vice) 
Florida Bar No.: 39898 
110 E. Broward Blvd., Suite 1630 
Ft. Lauderdale, FL  33301 
Ph:  954-462-6700 / Fax: 954-462-6567 
 
MCELDREW YOUNG 
Local Counsel for Plaintiff 
123 S. Broad St. Ste. 2250 
Suite 1630 
Philadelphia, PA 19109 
Ph: 215-545-8800 / Fax: 215-545-8805 

ECKERT SEAMANS CHERIN & 
MELLOTT, LLC  
 
/s/ Albert G. Bixler    
Albert G. Bixler  
Leslie A. Hayes  
Mark C. Levy  
Heather R. Olson  
Pa. I.D. Nos. 45639, 35975, 42234, & 92073  
Two Liberty Place  
50 South 16th Street, 22nd Floor  
Philadelphia, PA 19102  
Phone: 215-851-8400 / Fax: 215-851-8383  
abixler@eckertseamans.com  
lhayes@eckertseamans.com  
mlevy@eckertseamans.com  
holson@eckertseamans.com  
 

2 Defendants did not understand the Court to invite further argument on the warranties, and hence have not provided 
any further argument on those claims. 
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Maja Eaton (admitted pro hac vice) 
Elizabeth Curtin (admitted pro hac vice) 
SIDLEY AUSTIN LLP 
One South Dearborn 
Chicago, IL 60603 
Telephone: (312) 853-7123 
Facsimile: (312) 853-7036  
meaton@sidley.com 
ecurtin@sidley.com 
 
Attorneys for Defendants Bayer Corporation, 
Bayer HealthCare Pharmaceuticals Inc., Bayer 
Essure Inc., and Bayer HealthCare LLC 
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EXHIBIT A: CHART OF REMAINING “FACTS AND WARRANTIES CLAIMS” 

1 All references are to the McLaughlin First Amended Complaint. 

2 Attached 
3 
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/EssurePermanentBirth
Control/ucm452280.htm 

Complaint 
Paragraph1 

Contested Statement FDA-Approved Source Language 

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

“As of October 15, 2004 (the date of the last 
data extract), 643 women with bilateral 
placement contributed effectiveness time, 
194 in the Phase II study and 449 in the 
Pivotal Trial. In total, the 643 trial 
participants contributed 28,290 months of 
follow-up time with no (zero) pregnancies 
reported.”   
Page 3, 2008 Instructions for Use, part of 
PMA Supplement 15, Approved June 10, 
20082  
 
“None of the women who relied on Essure 
for contraception during the clinical trials 
became pregnant over the 1 to 2 years of 
follow-up.”  
Page 5, 2002 Patient Information Booklet3 
 

103(b) “There were zero pregnancies 
in the clinical trials”  
 
 

“As of October 15, 2004 (the date of the last 
data extract), 643 women with bilateral 
placement contributed effectiveness time, 
194 in the Phase II study and 449 in the 
Pivotal Trial. In total, the 643 trial 
participants contributed 28,290 months of 
follow-up time with no (zero) pregnancies 
reported.” 
Page 3, 2008 Instructions for Use, part of 
PMA Supplement 15, Approved June 10, 
2008  
 
“None of the women who relied on Essure 
for contraception during the clinical trials 
became pregnant over the 1 to 2 years of 
follow-up.”   
Page 5, 2002 Patient Information Booklet 
 

                                                 

Case 2:15-cv-00384-GEKP   Document 57-1   Filed 01/15/16   Page 1 of 24



4 
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/EssurePermanentBirth
Control/ucm452280.htm 

5 Attached. 

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

“This Device should only be used by 
physicians who are knowledgeable 
hysteroscopists; have read and understood 
the information in the Instructions for Use 
and in the Physician Training Manual; and 
have successfully completed the Essure® 
training program. Completion of the Essure 
training program includes preceptoring in 
Essure placement until competency is 
established, which is typically expected to be 
achieved in 5 cases.” 
Page 1 (Box warning), 2008 Instructions 
for Use, part of PMA Supplement 15, 
Approved June 10, 2008 
 

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

“Essure may be right for you if: 
• You are certain you do not want any more 
children. 
• You desire a permanent form of birth 
control. 
• You would like to stop worrying about 
getting pregnant.” 
Page 4, 2014 Patient Information Booklet4 
 
“After 3 months, your doctor will perform a 
special type of x-ray test called an HSG. 
This test will assure you that your tubes are 
completely blocked and you can rely on the 
Essure micro-inserts for birth control.” 
Page 3, 2007 Patient Information Booklet, 
part of PMA Supplement 13, Approved 
September 19, 20065 
 
“Reliance can begin at 3 months when the 
Essure confirmation test confirms placement 
and blockage of the tubes.”   
Page 9, 2007 Patient Information Booklet, 
part of PMA Supplement 13, Approved 
September 19, 2006 
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103(f) “Essure is the most effective 
permanent birth control 
available-even more effective 
than tying your tubes or a 
vasectomy.” 

2007 Patient Information Booklet 
(comparison chart showing effectiveness 
rates in vasectomy, tubal ligation, and 
Essure) 
Page 9, 2007 Patient Information Booklet, 
part of PMA Supplement 13, Approved 
September 19, 2006 
 

103(g) "Correct placement .. .is 
performed easily because of 
the design of the microinsert" 

Defendants cannot respond since Plaintiffs 
have not identified the alleged source of this 
statement. 
 

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

Plaintiffs have not identified the source of 
this alleged statement, but it appears directed 
to physicians and not patients. 

103(j) "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." 
 

Plaintiffs have not identified the source of 
this alleged statement, but it statement 
appears directed to physicians and not 
patients. 
“This Device should only be used by 
physicians who are knowledgeable 
hysteroscopists.”  
Page 1 (Box warning), 2008 Instructions 
for Use, part of PMA Supplement 15, 
Approved June 10, 2008 

103(k) “Essure is a surgery-free 
permanent birth control” 

 “Essure is indicated for women who desire 
permanent birth control (female 
sterilization)…”  
Page 1, 2008 Instructions for Use, part of 
PMA Supplement 15, Approved June 10, 
2008 
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6 http://www.accessdata.fda.gov/cdrh_docs/pdf2/p020014b.pdf 

7 
http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/ImplantsandProsthetics/EssurePermanentBirth
Control/ucm452280.htm 

“The Essure™ System provides permanent 
birth control without invasive surgery or 
general anesthesia, and their associated 
risks.”   
Page 22, FDA’s Summary of Safety and 
Effectiveness Data for Essure (FDA 
Document)6 
 

104(a) "Zero pregnancies" in its 
clinical or pivotal trials.  

“As of October 15, 2004 (the date of the last 
data extract), 643 women with bilateral 
placement contributed effectiveness time, 
194 in the Phase II study and 449 in the 
Pivotal Trial. In total, the 643 trial 
participants contributed 28,290 months of 
follow-up time with no (zero) pregnancies 
reported.” 
Page 3, 2008 Instructions for Use, part of 
PMA Supplement 15, Approved June 10, 
2008  
 
“None of the women who relied on Essure 
for contraception during the clinical trials 
became pregnant over the 1 to 2 years of 
follow-up.”   
Page 5, 2002 Patient Information Booklet 
 

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

Plaintiffs have not identified the source of 
this alleged statement, but it appears directed 
to physicians, not patients. 

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

“As of the final 5-year follow-up data 
extracts (phase II-January 6, 2006; Pivotal-
December 5, 2007), 643 trial participants 
with bilateral placement (194 Phase II; 449 
Pivotal) contributed 35,633 months of 
follow-up time with zero pregnancies 
reported.” 
Page 4, Current Instructions for Use7  
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104(d) “I don’t want to worry about 

an unexpected pregnancy” 
 

“Essure may be right for you if: 
• You are certain you do not want any more 
children. 
• You desire a permanent form of birth 
control. 
• You would like to stop worrying about 
getting pregnant.” 
Page 4, 2014 Patient Information Booklet 
 
“After 3 months, your doctor will perform a 
special type of x-ray test called an HSG. 
This test will assure you that your tubes are 
completely blocked and you can rely on the 
Essure micro-inserts for birth control.” 
Page 3, 2007 Patient Information Booklet, 
part of PMA Supplement 13, Approved 
September 19, 2006 
 
“Reliance can begin at 3 months when the 
Essure confirmation test confirms placement 
and blockage of the tubes.”   
Page 9, 2007 Patient Information Booklet, 
part of PMA Supplement 13, Approved 
September 19, 2006 
 

107 Defendants' CEO stated: 
"Essure allows you to push 
away the constant worry 
about an unplanned 
pregnancy that's our message 
and that's our theme.  
 

This statement appears to come from a Q4 
2007 Essure Earnings Call Transcript; 
patients were not the intended recipients. 

110(a) Defendants warranted that 
Essure "allows for visual 
confirmation of each insert's 
proper placement both during 
the procedure and during the 
Essure Confirmation 
Test."  
 

Defendants cannot respond since Plaintiffs 
have not identified the alleged source of this 
statement. 

111(a) "Worry free"  “• You would like to stop worrying about 
getting pregnant.” 
Page 4, 2014 Patient Information Booklet 
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111(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." 
 

Defendants cannot respond since Plaintiffs 
have not identified the alleged source of this 
statement. 

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

 “The micro-inserts are made from polyester 
fibers and metals (nickel-titanium and 
stainless steel), materials that have been 
studied and used in the heart and other parts 
of the human body for many years.” 
Page 4, 2002 Patient Information Booklet 
 

111(f) Step Two: "pregnancy cannot 
occur"; Step Three: The 
Confirmation 

Defendants cannot respond since Plaintiffs 
have not identified the alleged source of this 
statement. 
 

111(g) "Essure eliminates the risks, 
discomfort, and recovery time 
associated with 
surgical procedures." 

“The Essure™ System provides permanent 
birth control without invasive surgery or 
general anesthesia, and their associated 
risks.   
 
The majority of women returned to normal 
activities within one day or less after the 
procedure.  The vast majority of women 
rated their comfort with wearing the Micro-
inserts at one -week as ‘good’ to 
‘excellent’. The vast majority of women 
rated their overall satisfaction with the 
Essure™ System as ‘very satisfied’.” 
Page 22, FDA’s Summary of Safety and 
Effectiveness Data for Essure (FDA 
Document) 
 

113(a) "The inserts are made from ... 
safe, trusted material." 

 “The micro-inserts are made from polyester 
fibers and metals (nickel-titanium and 
stainless steel), materials that have been 
studied and used in the heart and other parts 
of the human body for many years.” 
Page 4, 2002 Patient Information Booklet 
 

115(a) "This viewable portion of the 
micro-insert serves to verify 
placement and does not 

Verbatim statement: 
Page 9, 2007 Patient Information Booklet, 
part of PMA Supplement 13, Approved 
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irritate the lining of the 
uterus."  

September 19, 2006 
 
 

115(b) "there was no cutting, no 
pain, no scars ... "  

Verbatim statement: 
 Page 16, 2007 Patient Information 
Booklet, part of PMA Supplement 13, 
Approved September 19, 2006 
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Essure Information Center
1-877-ESSURE1 • w w w . e s s u r e . c o m

For reorders: call 1-877-ESSURE2, prompt 2 (1-877-377-8732, prompt 2)
or visit www.essureMD.com    Reorder Number CC-0475 31Oct06F

Patient  
Information 
Booklet
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Is the Essure Procedure 
Reversible?
The Essure procedure is not 
reversible. Women should be sure 
that they do not want to have 
any children in the future.

Does Essure Have Any Effect  
on Periods?
After an Essure procedure the ovaries 
will continue to produce eggs. The 
eggs will be absorbed by your body. 
Because the micro-inserts do not 
contain hormones, you will continue 
to have a period.  However, some 
women do have temporary changes in 
their periods. They may have shorter 
or longer periods, heavier or lighter 
periods, or spotting between periods. 
Only a few women will experience 
permanent changes in their periods.

Essure®:  
A Simple Option 
for Permanent 
Birth Control 

The Essure procedure is 
a method for permanent 
birth control (also known 
as sterilization). It is meant 
to prevent pregnancy for 
the rest of your life. This 
booklet will provide you 
with information about the 
Essure procedure, including 
its benefits and risks. This 
information, however, is 
not meant to take the place 
of a thorough talk with 
your doctor. All women 
have individual needs and 
concerns. Your doctor will 
advise you whether the 
Essure procedure is right 
for you with regard to your 
circumstances and health 
history. The Essure procedure 
is the first non-incisional  
permanent birth control 
procedure approved 
by the FDA.

Body tissue grows into 
the Essure micro-insert, 

blocking the fallopian tube
Uterus Essure  

micro-insert

Fallopian tube

Conceptus Incorporated, 331 East Evelyn Avenue, Mountain View, CA 94041

Essure and Conceptus are registered trademarks of Conceptus Incorporated. The Essure system is covered under 
the following US Patent Numbers: 5,601,600; 5,746,769; 6,145,505; 6,176,240; 6,526,979; 6,634,361; 
6,679,266; 6,684,884; 6,705,323; 6,709,667; 6,763,833; 6,871,650. Other patents pending.

For reorders: call 1-877-ESSURE2, prompt 2 (1-877-377-8732, prompt 2), or visit www.essureMD.com

Copyright © 2007 Conceptus Incorporated. All rights reserved. Reorder Number CC-0475 31Oct06F
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How Does the Essure Procedure Work?
During the Essure procedure, soft, flexible coils called “micro-inserts” 
are passed through the body’s natural pathways (vagina, cervix, and 
uterus). They are then placed into each fallopian tube. The micro-
inserts are made with materials that have been used in medical 
devices for many years. They do not contain or release hormones.

During the first 3 months following the procedure, your body 
and the micro-inserts work together to form a tissue barrier (like 
scar tissue) so that sperm cannot reach the egg. This prevents 
you from getting pregnant. You will need to use another form 
of birth control during this time. After 3 months, your doctor 
will perform a special type of x-ray test called an HSG. This 
test will assure you that your tubes are completely blocked and 
you can rely on the Essure micro-inserts for birth control.

Laura,  
Essure Woman
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Can be done in an office setting
• The Essure procedure can be performed in the comfort  

and convenience of a doctor’s office.

Confirmation of placement
• A confirmation test is done to check the placement of the Essure micro-inserts.  

This test confirms that you can rely on the micro-inserts for birth control. 
Knowing that this has been confirmed often gives women peace of mind.

High patient satisfaction
• Women consistently rate their overall satisfaction with  

the Essure micro-inserts as very high.

Hormone-free
• The Essure micro-inserts do not contain or release any hormones.

No general anesthesia required
• The Essure procedure can be performed with minimal anesthesia. 

Talk to your doctor if you have any questions.

What Are the Benefits  
of the Essure Procedure?

Since FDA approval of the Essure system, tens of thousands 
of women worldwide have had the procedure. Two studies 
of the safety and effectiveness of the Essure Permanent Birth 
Control system were conducted in women from the United 
States, Australia, and Europe. Women who have had the 
procedure have reported the benefits outlined below.

Effective
• The Essure procedure is 99.80% effective at preventing 

pregnancy, based on 4 years of clinical data. 

Covered by most insurance plans
• Many insurance plans cover the Essure procedure. When you 

have decided that the Essure procedure is right for you, please 
review your insurance coverage with your doctor. Confirm 
your insurance plan benefits before the procedure.

No cutting into the body
• The Essure procedure is unlike tubal ligation (“getting your tubes tied”)  

or vasectomy (sterilization for men). It does not involve cutting or 
puncturing the body, and does not cut, crush, or burn the fallopian tubes.

• Because there is no cutting, the Essure procedure does not cause scars.

Rapid recovery
• On average, it takes 35 minutes to place the Essure micro-inserts.  

Most women are able to leave the medical facility 45 minutes  
after the procedure.

• Most women returned to normal activities within 1 to 2 days.

• Almost all women rated their comfort as “good” to 
“excellent” within 1 week of the procedure.

Crystal,  
Essure Woman
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Most women are able to leave the doctor’s office about 45 minutes after the procedure 
is completed. Most women return to normal activities within 1 to 2 days.  
Note: Call your doctor if you notice unusual pain, bleeding, fever, vaginal discharge,  
or other symptoms.

The Next 3 Months
You will need to use another form of birth control during this period 
until your doctor confirms that the procedure has worked. During the time 
after your procedure, tissue will begin to grow into the micro-inserts. It will 
eventually block your fallopian tubes. The tissue barrier will keep sperm from 
reaching and fertilizing the egg. This will prevent you from getting pregnant. 

Three months after the procedure, a special type of x-ray test called a 
hysterosalpingogram (HSG) is done. This test is required before your doctor 
can tell you whether you may begin relying on the Essure micro-inserts for 
permanent birth control. During an HSG, your doctor fills your uterus with 
a special fluid (dye) that shows up on x-rays. This test confirms two things. 
First, it verifies whether both of your Essure micro-inserts are in the correct 
location. Second, it shows whether both of your fallopian tubes are blocked. 

Before the Procedure

6 7

You are given medication to take 1 to 2 hours before the procedure. This 
medication helps to keep your tubes open and reduce cramping during 
the procedure. Before the procedure, talk to your doctor about what type 
of pain medication is best for you. General anesthesia is not required.

After the ProcedureDuring the Procedure

Note: The Essure procedure should be scheduled during the first half of 
your menstrual cycle. This will reduce the risk of having an undiagnosed 
pregnancy at the time of the procedure. It will also make it easier to see 
the opening to the fallopian tubes. Your doctor will give you a pregnancy 
test before the procedure to confirm that you are not pregnant. 

Once the procedure begins:
• An instrument called a speculum may be used 

to gently expand the opening of your vagina. 
The doctor then inserts a narrow telescope-
like instrument called a hysteroscope through 
your vagina and cervix and into the uterus. 
The hysteroscope is attached to a video 
camera that sends pictures to a monitor. This 
lets the doctor see inside your uterus. 

• Fluid (called normal saline or saltwater) flows 
through the hysteroscope and into your uterus. 
The fluid expands the uterus to let your doctor 
see the openings to your fallopian tubes clearly. 
You may feel some cramping during this time.

• A small, flexible tube (delivery catheter) is passed 
through the hysteroscope and into your fallopian 
tube. The micro-insert is attached to the end of 
this delivery catheter. The micro-insert is placed 
in the fallopian tube. When the micro-insert 
is in place, the delivery catheter is removed.

• A second delivery catheter and micro-insert  
is passed into your other fallopian tube, 
and the second micro-insert is placed. 
The delivery catheter is removed.

• After each micro-insert is placed, the doctor may 
take a picture of the opening of the fallopian tube 
into the uterus. A small piece of the micro-insert 
extends into this opening. By viewing this area, the 
doctor can check the location of the micro-insert.

Essure  
micro-insertHysteroscope

Delivery 
Catheter

Fallopian 
Tube

Uterus

Dye entering the uterus 
during the HSG.

In a successful HSG, 
the dye fills the uterus 
but does not enter the 

fallopian tubes.

X-ray image of the 
HSG showing that the 
dye does not go past 
the micro-inserts. 
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You should NOT use the Essure Permanent Birth Control system if you:
• Are not sure you want to become sterile.

• Cannot have an Essure micro-insert placed in both of your tubes (even 
if one tube is thought to be closed or you have only one tube).

• Have had a tubal ligation (“tubes tied”) in the past.

• Have a known allergy to contrast dye (commonly used for x-ray [HSG] testing).

• Have a sensitivity to nickel as shown by skin testing.

• Are unwilling to have an HSG (confirmation test).

• Are unwilling to use alternative birth control.

Delay having the Essure procedure if you:
• Are pregnant or think you might be pregnant.

• Have been pregnant during the past 6 weeks.

• Have an active or recent pelvic infection.

Kendra,  
Essure Woman

Permanent Birth Control Options
Tubal Ligation Essure Vasectomy

How is the 
procedure 
performed?

Usually performed as a 
laparoscopic procedure, 
under general anesthesia. 
Gas is used to expand 
the abdomen so surgical 
tools can be inserted. The 
fallopian tubes are blocked 
by one of these methods:

• Clamping with metal 
clips or plastic rings

• Cutting away a 
section of the tube

• Burning a portion 
of the tube

The clamps, rings, or clips 
remain in the body.

Stitches or staples are used 
to close the cuts.

A soft, flexible micro-insert is 
delivered through the vagina 
and uterus and placed into each 
fallopian tube.

The spring-like micro-insert 
expands during placement to fit 
the tube.

A small trailing portion of the 
micro-insert remains in the 
uterus. This viewable portion of 
the micro-insert serves to verify 
placement and does not irritate 
the lining of the uterus.

Scar tissue grows into the 
micro-insert (usually over 3 
months) and forms a barrier so 
the sperm cannot reach the egg.

The scrotal area is shaved and 
cleaned with an antiseptic 
solution.

An incision or puncture is 
made into the scrotum (the 
sac containing the testicles).

The vas deferens tubes, one 
from each testicle, are tied in 
two places with permanent 
sutures. The tubes are severed 
between the ties by:

• Cauterization (burning 
or searing of the tubes)

• Cutting

• Blocking with 
clips or clamps

If an incision is made, it is 
then closed with stitches.

Effectiveness

99.45% at 1 year

98.82% at 4 years

98.15% at 10 years

99.95% at 1 year

99.80% at 4 years

99.26% at 1 year

98.87% at 5 years

Procedure 
Time

30–45 minutes 35 minutes 20–30 minutes

Recovery 
Time

4–6 days 1–2 days or sooner 2–3 days

Post- 
procedure 
pain/
discomfort

• Cramps

• Discharge

• Pain at the wound

• Bloated abdomen 
and/or sharp pains in 
the neck or shoulder 
(due to gas used)

• Bruising around 
the wound

• Feeling tired and achy

• Cramps

• Discharge

• Swelling

• Bruising

• Pain in the testicles

 (Ice packs and/or an 
athletic supporter may 
need to be used to decrease 
bruising and swelling.)

Reliance and 
Test

Immediate/no test Reliance can begin at 3 months 
when the Essure confirmation 
test confirms placement and 
blockage of the tubes.

Reliance can begin at  
3 months when a follow-up 
sperm test confirms no sperm 
is evident.

Making the Decision
Don’t make the decision to 
have permanent birth control 
during times of stress. Don’t 
decide during a divorce or 
after a miscarriage. NEVER 
decide due to pressure 
from a partner or others.

If you are being treated for 
a medical condition that 
involves taking steroids or 
undergoing chemotherapy, ask 
your doctor whether the Essure 
procedure is right for you.
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Method Description Failure 
Rate Some Risks Convenience

IUD 
(Intrauterine 
Device)

A T-shaped device 
inserted into the uterus 
by a health professional.

<1% Cramps, bleeding, 
pelvic inflammatory 
disease, infertility, 
perforation of uterus.

After insertion, can remain 
in place for up to 1 or 10 
years, depending on type.

Male condom 
(latex/
polyurethane)

A sheath placed over 
the erect penis blocking 
the passage of sperm.

11% Irritation and allergic 
reactions. Oil-based 
lubricants weaken 
latex condoms and 
should not be used 
with these methods.

Applied immediately before 
intercourse; used only once 
and discarded. Polyurethane 
condoms are available for 
those with latex sensitivity.

Diaphragm 
with 
spermicide

A dome-shaped rubber 
disk with a flexible rim 
that covers the cervix 
so that sperm cannot 
reach the uterus. A 
spermicide is applied to 
the diaphragm before 
insertion.

17% Irritation and allergic 
reactions, urinary 
tract infection. Risk of 
toxic shock syndrome, 
a rare but serious 
infection, when 
kept in place longer 
than recommended. 
Spermicide can cause 
irritation.

Inserted before intercourse 
and left in place at least  
6 hours after. Can be left 
in place for 24 hours, with 
additional spermicide for 
repeated intercourse.

Female condom A lubricated 
polyurethane sheath 
shaped similarly to 
the male condom. The 
closed end has a flexible 
ring that is inserted 
into the vagina.

21% Irritation and allergic 
reactions.

Applied immediately before 
intercourse; used only once 
and discarded.

Spermicide 
alone

A foam, cream, jelly, 
film, suppository, or 
tablet that contains 
nonoxynol-9, a sperm-
killing chemical.

20–50% Irritation and allergic 
reactions, urinary tract 
infections.

Instructions vary; check 
labeling. Inserted 5 to 90 
minutes before intercourse 
and usually left in place at 
least 6 to 8 hours after.

Periodic 
abstinence

Deliberately refraining 
from having sexual 
intercourse during 
times when pregnancy 
is more likely.

20% None. Requires frequent 
monitoring of body 
functions such as body 
temperature.

*Data adapted from FDA’s Uniform Contraceptive Table (revised 9/17/98) and Birth Control Guide (12/03)

Please note: Not all temporary methods of birth control can be used during the  
3-month waiting time following the Essure procedure. Please talk to your physician 
about what form of temporary birth control you should use during this time.

Temporary Birth Control Options* 
(Pregnancy Rates for 1 Year of Use)
The following table provides estimates of the percent of women likely to 
become pregnant while using a particular contraceptive method for 1 year. 
These estimates are based on a variety of studies. For a complete list, visit 
the FDA website at www.fda.gov and search on Birth Control Guide. 

Method Description Failure 
Rate Some Risks Convenience

Oral 
contraceptives–
combined pill

A pill that suppresses 
ovulation by the 
combined actions of the 
hormones estrogen and 
progestin.

1–2% Dizziness; nausea; 
changes in 
menstruation, mood, 
and weight. Rare: 
cardiovascular disease, 
including high blood 
pressure, blood clots, 
heart attack, and 
stroke.

Must be taken daily 
regardless of frequency of 
intercourse.

Oral 
contraceptives–
progestin-only 
(minipill)

A pill containing only 
the hormone progestin 
that reduces and 
thickens cervical mucus 
to prevent the sperm 
from reaching the egg.

2% Irregular bleeding, 
weight gain, breast 
tenderness, less 
protection against 
ectopic pregnancy.

Must be taken daily 
regardless of frequency of 
intercourse.

Injection 
(Depo-Provera)

An injectable progestin 
that inhibits ovulation, 
prevents sperm from 
reaching the egg, and 
prevents the fertilized 
egg from implanting in 
the uterus.

<1% Irregular bleeding, 
weight gain, breast 
tenderness, headaches.

One injection every  
3 months.

Injection 
(Lunelle)

An injectable form of 
progestin and estrogen.

<1% Changes in menstrual 
cycle, weight gain 
(similar to oral 
contraceptives–
combined pill).

Injection given once  
a month.

Vaginal 
contraceptive 
ring 
(NuvaRing)

A flexible ring about 
2 inches in diameter 
that is inserted into the 
vagina and releases the 
hormones progestin and 
estrogen.

1–2% Vaginal discharge, 
vaginitis, irritation 
(similar to oral 
contraceptives–
combined pill).

Inserted by the woman; 
remains in the vagina for  
3 weeks, then is removed for 
1 week. If the ring is expelled 
and remains out for more 
than 3 hours, another birth 
control method must be used 
until the ring has been used 
continuously for 7 days.

The Patch 
(Ortho Evra)

Skin patch worn on 
the lower abdomen, 
buttocks, or upper 
body that releases the 
hormones progestin 
and estrogen into the 
bloodstream.

1–2% 
(Appears 
to be less 
effective 

in women 
weighing  

>198 
lbs.)

Similar to oral 
contraceptives 
–combined pill.

New patch is applied once 
a week for 3 weeks. Patch is 
not worn during the fourth 
week, and woman has a 
menstrual period.
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Key Considerations and Risks
Before you have the Essure procedure, you need to be sure it’s right for you. 
Below are some considerations to think about. As with all procedures, 
there are risks associated with the Essure procedure. Know what these 
risks are and discuss them in detail with your doctor before you decide.

The Essure procedure is permanent (not reversible).
• There are no data on the safety or effectiveness of surgery to reverse the Essure 

procedure. Any attempt to reverse the Essure procedure will require surgery  
and has a poor chance for success. This surgery will require an abdominal  
incision and, most likely, general anesthesia. 

• There are no data on the safety or effectiveness of in vitro fertilization 
(IVF) after the Essure procedure has been performed.

• The younger a woman is when she chooses to become sterile, 
the more likely she is to regret her choice later.

Like all methods of birth control, the Essure procedure 
should not be considered 100% effective.
• No method of birth control is 100% effective. As with all  

permanent birth control procedures, there is a small chance 
that you can become pregnant even many years after the procedure. 

• If you do become pregnant, the risk of the Essure micro-inserts to you, the 
continuation of the pregnancy, the fetus, or childbirth are not known.

• Women who have sterilization by the Essure procedure or incisional 
tubal ligation are more likely to have an ectopic pregnancy if they get 
pregnant. Ectopic pregnancy is when the pregnancy occurs outside of the 
uterus (womb). The pregnancy usually happens in one of the fallopian 
tubes. Ectopic pregnancies can be very serious, even life-threatening.

The Essure procedure is newer than other procedures.
• Essure is a non-incisional method of tubal sterilization that has been  

studied in clinical trials since 1997.

• The Essure product was approved in the U.S. in 2002. The follow-up  
clinical data (collected on women who have been relying on Essure)  
spans 5 years.

• Other incisional sterilization procedures, such as tubal ligation,  
have been used for over 50 years. 

You must use another method of birth control for 
at least 3 months after the procedure.
• Before the procedure is performed, you will need to talk to your 

doctor about another birth control method to use with the Essure 
procedure during this time. During this 3-month period, intrauterine 
devices (IUDs) and intrauterine systems (IUSs) cannot be used.

• You will need to have a special type of x-ray test called an HSG  
3 months after your Essure procedure. This test confirms two things. 
It verifies whether both of your Essure micro-inserts are in the correct 
location and whether both of your fallopian tubes are blocked. 

• If you rely on the Essure micro-inserts for birth control before you complete 
the HSG test, you may get pregnant or have an ectopic pregnancy.

Not all women who have the Essure procedure will achieve 
successful placement of both micro-inserts.
• Approximately 1 out of 7 women were not able to have one or both of the  

micro-inserts placed.

• One or both of the Essure micro-inserts may not be in the right place or 
may fail to block the fallopian tubes by 3 months after the procedure. As a 
result, you may not be able to rely on the micro-inserts for birth control.

• A small percentage of women had fallopian tubes that were not fully  
blocked until 6 months after the Essure procedure.

If any of these situations occur, a woman can talk to her doctor 
about a second Essure procedure or confirmation test (HSG). 

Important
• The Essure micro-inserts 

do not protect against 
HIV or other sexually 
transmitted diseases.

• If at any time you think 
you are pregnant, see 
a doctor immediately 
to help rule out the 
possibility that you have 
an ectopic pregnancy.

Kathy,  
Essure Woman

Case 2:15-cv-00384-GEKP   Document 57-1   Filed 01/15/16   Page 21 of 24



14 15

As with all procedures, there are risks associated with  
the Essure procedure.
You should be well informed about these risks and discuss them 
in detail with your doctor before you make your decision. Below 
are complications that may occur during the Essure procedure.

• In the clinical studies, most women reported mild to moderate  
pain during the Essure micro-insert procedure. 

• Rarely in the clinical studies, a portion of the Essure micro-insert  
broke off during the procedure. 

• Women who have the Essure procedure or any other sterilization  
procedure during the second half of their menstrual cycle  
(after ovulation) are at an increased risk of being pregnant  
at the time of the procedure. 

• Anesthesia (medicine to control sensation or consciousness) 
is used during the Essure procedure. Discuss with your doctor 
the risks of the anesthesia method recommended for you. Note 
that the Essure procedure doesn’t require general anesthesia, 
which has a higher risk than other types of anesthesia.

• A small percentage (1.8%) of women in the clinical studies experienced 
tubal perforations related to Essure micro-insert placement.  Most of 
these women underwent laparoscopic sterilization and about half had the 
devices removed.  If it is necessary to remove Essure micro-inserts that 
perforate the uterus or fallopian tubes, major surgery may be required.

Below are complications that may occur after the Essure procedure:

• Many women reported mild to moderate pain and/or cramping 
and vaginal bleeding for a few days after the procedure.

• Some women in the clinical studies reported nausea and/or  
vomiting or fainting following the procedure.

• For a small percentage (2.9%) of women in the clinical studies 
the micro-inserts came out of the body (expulsion).

• Rarely, women in the clinical studies absorbed too much of the fluid 
used to expand the uterus during the procedure. If this condition occurs, 
it should be treated immediately to prevent serious complications.

• Some women in the clinical studies reported one or more episodes  
of pelvic, back, or abdominal pain.

• Problems with the HSG test are rare, but may include infection, 
spotting, and allergic reaction to the dye.  You should also be 
aware that you will be exposed to very low levels of radiation.

Questions for Your Doctor
Choosing permanent birth control is an important decision. 
As you consider having the Essure procedure, here are 
some questions you might ask your doctor.

• Where will my Essure procedure be performed?

• What type of anesthesia will be used during my procedure?

• What do I need to do to prepare for the procedure?

• When is the best time of the month to schedule my 
procedure based on my menstrual cycle?

• What are my options if both micro-inserts 
cannot be placed on the first attempt?

• Can I continue to use my current method of birth 
control until my HSG confirmation test?

• Who will perform the HSG?

Future Medical Care
After having the Essure procedure you will be given a patient identification card. You 
should keep this card with you at all times and show it to your doctors when discussing 
your medical care.  Your doctor should be aware that you have the Essure micro-inserts 
in place before performing procedures that involve your uterus or fallopian tubes. Make 
sure your doctor knows you have micro-inserts before you undergo an MRI, a D&C, 
hysteroscopy, endometrial biopsy, or endometrial ablation. The Essure micro-inserts 
are MRI-safe but may cause an obscure image of tissue near or at the micro-inserts.  

Tia, 
Essure Woman

Case 2:15-cv-00384-GEKP   Document 57-1   Filed 01/15/16   Page 22 of 24



16 17

What Women Say About Essure

Essure was simply the only valid choice for me.  
Essure offered me everything I required, as well as 
the added bonus of very little recovery time (with 
2 toddlers, this was an extremely attractive option).  
I love the complete freedom Essure has given me to 
move forward and no longer revisit the possibility 
of pregnancy.

—Olivia,  
Essure Woman 

I didn’t want to keep taking birth control 
pills, so we decided my husband would 
have a vasectomy.   I made an appointment 
with an Ob/Gyn who performed 
vasectomies. At the consultation, he was 
very informative of the Essure procedure.  
He made it perfectly clear that he was 
not trying to change our minds, but 
that Essure was less invasive and had 
less recovery time than a vasectomy. 
After thinking it over, my husband and 
I decided that the Essure procedure was 
the way to go for us. 

—Angie,  
Essure Woman

In the consultation, my doctor explained everything quite 
clearly and I decided Essure was right for me. I went to 
his office for the procedure and the whole thing took 
approximately 45 minutes.  There was no general anesthesia, 
only the local numbing of the cervix.  The actual procedure 
was slightly uncomfortable, but bearable. At the end of 
the procedure, they gave me a maxi pad to wear 
and told me to go home and take it easy.  Well, 
I felt so good that I went shopping.

 —Kelly,  
Essure Woman

I felt there were many positive 
benefits of the Essure procedure.  I 
was happy there was no cutting, no 
pain, no scars, no uncomfortable 
gas, and same day recovery.  I have 
been recommending the Essure 
procedure to all of my friends and 
they are all amazed when I tell 
them about it.  

—Mari,  
Essure Woman
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Glossary
• Anesthesia: Medically induced partial or complete loss of sensation, 

in all or part of the body, with or without loss of consciousness. 
General anesthesia is total loss of consciousness and sensation.

• Cervix: The passageway that connects the vagina to the uterus.

• Contraceptive: Any process, device, or method that 
reduces the likelihood of pregnancy.

• Delivery Catheter: A long tubelike device that helps the doctor 
place the Essure micro-inserts in the fallopian tubes.

• Ectopic Pregnancy: The development of a fertilized egg outside of  
the uterus, but inside the body.

• Expulsion: Forcing (expelling) something out.

• Fallopian Tubes: The tubes that carry the eggs from the ovaries to the uterus.

• Hysterosalpingogram (HSG): An x-ray of the uterus and fallopian 
tubes after they have been filled with dye (contrast medium).

• Hysteroscope: A telescope-like instrument that is used to view  
the inside of the uterus.

• In Vitro Fertilization (IVF): Fertilization of an egg outside of the 
body, followed by placement of the fertilized egg into the uterus.

• Intrauterine Device (IUD)/Intrauterine System (IUS): A medical 
device that is put into the uterus to prevent pregnancy.

• Local Anesthetic: Medicine that is applied to or injected in a certain 
spot in the body to cause a loss of sensation in that part of the body.

•Major Surgery: A procedure that requires general anesthesia  
and incisions in the body.

• Micro-insert: A small, flexible, coil-type device that is put into 
your fallopian tube for permanent pregnancy prevention.

• Occlusion: A closed or blocked part of a hollow tube.

• Perforation: Creation of a hole.

• Permanent: Not able to change back and forth.

• Reversible: Able to change back and forth.

• Tubal Ligation: Permanent female sterilization by means of 
cutting, tying, burning, or clipping the fallopian tubes.

• Uterus: The womb in which a developing fetus grows.

• Vasectomy: Permanent male sterilization by means of cutting or blocking 
a segment of the vas deferens (the tubes that carry the sperm).
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