Essure Procedure

In Office Sterilization Procedure
Oakdale Obstetrics & Gynecology, PA
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Little Known Facts

 \Women ages 40-44 have been reported
to have the second highest rate of
unintended pregnancies in the US.

* 53% of unintended pregnancies have
been reported to occur iIn women using
some form of contraception.

o Statistics show that women who want two
children spend roughly three decades
trying to avoid pregnancy. essure
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Current permanent birth control
options
e Vasectomy P ——

e Tubal Ligation

e ESsure
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_ Comparisons

Essure® Procedure| Tubal Ligation Vasectomy

Incisions/

punctures None 1-2 1-2
Typical

anesthesia Local General Local

Average # of
days to resume <1 4.4 2
normal activities

Sliieeiveness 99.80% 99.16% 99.85%
(based on 5 years of follow-up) C S S u r (
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Essure®

Incisional option
for permanent
birth control

essure
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Hysteroscopic Placement

* Very small (5 mm) camera inserted through
the cervix, allowing visualization of the tubes

e Micro-inserts threaded through the camera
Into the fallopian tubes

 Done under local anesthesia with minimal
discomfort (not much more than a pap smear)
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" Essure’ Micro-insert

e Soft and flexible

 Made from materials that have
been used successfully for
decades in medical procedures |
such as heart and other surgeries

e Do not contain
or release hormones

Phatograph property of
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Mechanism of action

e Micro-insert placed into Deployed Esaura
each fallopian tube B iciC it
e Tissue ingrowth occurs Uterus
In and around the micro-
Insert -
. . Outer coils larger
e Essure confirmation test in uterine cavity
verifies occlusion at 3 £ A
months post-placement Junction

essurc
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Presenter
Presentation Notes
Micro-insert intended to span UTJ 
to prevent expulsion due to uterine contractions during menses 
to prevent device migration toward the peritoneal cavity.
UTJ narrowest portion of the fallopian tube
allow 3-8 coils of the micro-insert to trail into the uterus

Micro-insert Anchoring
Coils trailing into uterus aids with micro-insert anchoring   

Anchoring achieved by greater outer diameter of expanded coils in uterus as compared to outer diameter of expanded coils within fallopian tube

Diameter of outer coil in uterus up to 2x larger than outer coil compressed by walls of fallopian tube

Literature notes unacceptable rates of expulsions and failures with transcervical sterilization devices that were placed more proximally

Also, expulsion of the Essure micro-insert has occurred when placement was too proximal
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Permanent Birth Cooteol

Mlcro iInsert Placement“"Steps

oils give
visual
confirmation of
correct

plagement] r ¢
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Presenter
Presentation Notes
Key steps in device placement as viewed through the hysteroscope.
Image 1
uterus distended with physiologic saline 
tubal ostium in center of visual field
identify and assess both ostia hysteroscopically before proceeding to micro-insert placement 
Image 2
delivery catheter advanced into tubal lumen 
black positioning marker at tubal ostium
Image 3
delivery catheter withdrawn away from micro-insert into operating channel of hysteroscope
wound-down and constrained micro-insert extending from the tubal lumen
Image 4
orange release catheter withdrawn
micro-insert is expanding  
Image 5
Micro-insert fully deployed but still remains attached to delivery wire
Image 6
To conclude procedure the delivery wire is disengaged from micro-insert
micro-insert properly positioned and deployed across utero-tubal junction



Essure Confirmatio'rlim'l'-e'é“t

Performed at 3 months following
orocedure to confirm tubes are blocked

Hysterosalpingogram: Radiological study
to examine the tubes and ensure the colls
are in place and working

essurc
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Permanent Birth Cooteol

Essure Conflrmatlon Test

© 2005 Conceptus, Inc. All Rights Reserved.

ESSUTL ™



cssurc -

Permanent Birth Cooteol

Es.sure® Procedure - Beh“e-fi-t'é

* No cutting, therefore no scars
* Does not require general anesthesia
e Quick procedure — approximately 30 min

e Fast recovery

— Most women go home about 45 minutes or
less, after the procedure

— Most women return to normal activities
within 1 to 2 days (most within 24 hrsg @
cssSurc
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Essure® Procedure - Benefits

¢ 99.80% effective at preventing
pregnancy (based on 5 yrs of follow-up)

e Hormone free

e Does not affect intercourse, normal
hormonal rhythms, or periods

e High patient satisfaction
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Essure Procedure - Risks

e Perforation, expulsion, or other unsatisfactory
location of the micro-insert leading to a
second procedure or surgery

e Pain, cramping, vaginal bleeding, menstrual
pattern changes

* Nausea/vomiting or fainting during procedure

essure
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Presenter
Presentation Notes
Adverse events include: failure to place both micro-inserts in first procedure (5%) and tubes not fully blocked at 3 months (3.5%) – all patients who chose to undergo a second procedure were able to have the micro-inserts placed and ultimately were able to rely on them for birth control and all women whose tubes were not blocked at 3 months had their tubes fully blocked at 6 months
Perforation = poking a hole (1.8%); Expulsion = forcing (expelling) something out (2.2%); Unsatisfactory location = micro-insert too far or not far enough in the tube (0.6%)
No method of birth control is 100% effective, so there is always a risk that a woman may get pregnant with any method of birth control; both tubal ligation and the Essure procedure have a theoretical increased risk of ectopic pregnancy (pregnancy occurring outside of the uterus, but inside the body)
Depends on the type of anesthesia used
As with any major decision, there is the risk that you will regret your decision to have permanent birth control (PBC).  The risk is much greater for younger women.  All women should make sure that they do not want to have any children in the future before having any PBC procedure
Many women reported mild to moderate pain (12.9%) and/or cramping (29.6%) and vaginal bleeding/spotting (6.8%) for a few days following the procedure; some women reported temporary changes in their periods, however, very few reported permanent changes
Some women in the clinical studies reported nausea and/or vomiting (10.8%) or dizziness/lightheadedness (8.8%) following the procedure
Vasovagal response did not occur in the clinical trials but is a possible risk of the procedure.  


Essure® Procedure — Important
Considerations

® : :
« The Essure procedure is not reversible

o Like all methods of birth control, the procedure
should not be considered 100% effective

* Not all women who have the Essure procedure
will be able to have both micro-inserts placed

« Patients must use another form of birth control
for at least 3 months after the procedure

 Removal of the micro-inserts requires surgery

essure
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Presenter
Presentation Notes
Tubal ligation is not reversible either
No method of birth control is 100% effective
A few women in the clinical studies came back for a second procedure to have both micro-inserts placed.  There is also the possibility that some women may not be able to have the Essure micro-inserts placed for anatomical or other reasons.
An IUD/IUS cannot be used during this 3-month period



ESSURE SUMMARY

 No Incisions
 No General Anesthesia
 Minimal Time Commitment in Office
 Fast Recovery- Hours vs Days
 Covered by Most Health Plans

— Office Copay

e Essure Information Center 1-877-5ESSURE,

or www.essure.com
€essure
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