
INSTRUCTIONS FOR USE 

Micro-insert description 
The Essure Permanent Birth Control System 1s compnsed of several comp0nen1s. The Essure micro-insert , 
a dynam,cal1y expanding micro-Insert, 1s attached to a dehvery w ire and a release catheter. The enhre 
assembly 1s sheathed within a delivery catheter. This sys1em, (shown In Figure 1 ), 1s attached to a handle that 
fac1l1 ta1es micro-Insert delivery and deployment A Conceptus valved DryFlow 1111 Introducer 1s also provided 
Wlth the Essure system. It is Intended to help protect the Essure m,cro-mser1 as It 1s bemg passed through 
lhe rubber port of the hysleroscope working channel. 

Figure 1 
Essure Delivery System 
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II. Mechanism of action 
Under hysteroscop1c v1sual1sa1:Jon , the Essure system deltvers an Essure micro-insert to the proximal sect,on 
of the fallopian lube lumen When the Essure m1cro-msen expands on release, it acutely anchors 11self 1n the 
fallopian tube Subsequently, the m1crtHnsert ehots an intended bemgn tissue response, resulting 1n !Issue 10-­
- ·-,W1h into the micro-msert that anchors the m1cro•insert firmly Into the fallopian tube. This benign tissue 

onse 1s local, fibrotic and occlusive rn nature. 

Essure system Is intended for single use only. The Essure micro-inserts are permanent implants. 
, ,1e remaining components of the Essure system are d isposable. The Essure System 1s supphed stenle. It 1s 
stenllsed using ethylene oxide gas. 

Ill. Indications for use 
The Essure system Is intended for use as a tubal occlusion m1cro-1nsert for purposes of permanenl 
con traception. 

IV. Contraindications for use 
Patient uncertainty about her desire to end fertility 

Pregnancy or suspected pregnancy. 

Dehvery or term1nat1on of a second lnmester pregnancy less than 6 weeks before Essure micro-insert 
placement. 

Active Of recent pelvic infection. 

Untreated acule cel'Vlcitls . 

Unexplained or severe vag1nat bleeding. 

Gynaecological malignancy (suspected or known). 

Known abnormal utenne cavrty Of fallopian tubes that makes v1suahsa on of the tubal os a and/or 
cannulat1on of the proximal fallopian tube difficult Of 1mposs1ble. 

Allergy lo contras! media (a hysterosalpingogram may be requtred three months posl-m1cro-msert 
placement). 

Paben! currently taking cortJcosterolds. 

V. Warn ings 
The Essure procedure should only be perlormed by skilled hysteroscop1sts who have completed the 
Conceptus training programme for this procedure 

Persons allergic to nickel lltan,um may suffer an allergic reaction to the mtcro-insert. 

Do not use the Essure system if the package 1s open or damaged Do not use 1f the micro-insert 1s 
damaged 

When Introducing the Essure m1cro-lnsen into the fallopian lube, never advance the mlcro-msen(s) 
against excessive resistance . 

Do not continue to advance the Essure system once the positioning marker on the catheter has reached 
the tubal oshum. Advancement beyond th is point could result in unsallsfactory m 1cro-1nsert placement or 
tubaVuienne perforation. 

If a tubal perforallon occurs or 1s suspected, do not conllnue With the Essure m1cro-1nsert placement 
attempt. A very small percentage of women m the Eu ure clinical tnals (1 8% or 12/682 patients) were 
identJfied as haVlng de\llce related tubal perforatioos Retnevat of perforating m1cro-mserts. If necessary, 
WI ii require laparoscopy or Olher surgical melhods. 

If Essure micro-insert placement anempts are not successful after 10 minutes of attempted cannulabon 
per tube, the case should be d iscontinued and pol enl1ally rescheduled . 

Once the mic~nsen has been placed (1 e . detached from the dehvery wire ), m1cro-msen removal should 
not be anempted hysteroscop1catly unless 18 or more coils of the Essure m1cro-msert are tra11tng into the 
utenne cavity. Removal of such a m1cro-1nset1 should be attempted 1mmed1ately followrng the placement 
However. removal may not be possible . 

The patient mus1 use alternative contraception until an x-ray performed three months post-micro-Insert 
placement demonstrates satisfactory micro-insert location. 

Patients who undergo placemen t of the Essure m1cro-lnsert may, 1n fu ture years , be offered intrauterine 
therapies that uti lise electrical energy. It ls recommended that electrocautery be avoided in surg ical 
procedures undenaken on the uterine comua and falloplan tubes All other procedures in the pelvis 
should avoid the use of electrocautery wllhm 4 cm of the m1cro-msen . Due to the presence of the Essure 
m1cro-mserts, there may be nsks associated wrth such procedures that at this time have not been 
Identified 

Any 1ntrautenne procedure such as endometnal b10psy, D&C, hysteroscopy (d1agnos11c Of operative} 
including endometnal ablallon , could interrupt the ablhty of the m1cro-1nserts to prevent pregnancy. In 
add11lon, the presence of the Essure micro-mserts could entail nsks associated w ith such procedures that 
at this l ime have not been 1dentdied. 

Bench and cllmcal studies demonstrated that endometnal ablallon of the ulerus can be performed safely 
and effecbvely wrtO the GYNECARE THERMACHOICE• Utenne Balloon System , the Holog1c NovaSure"' 
Endometr1al Ablation System and the Boston Sc1enl!fic Hydro ThermAblator· · · immediate ly following 
Essure m1cro-insen placement No specific studies have been conducted to evaluate Essure micro­
insert expuls ion or contracept10n rates followrng combined Essure and endomet.na1 ablation procedures. 

Pa!Jents may decide, 1n future years, to undergo m vitro fert1llsa1Jon (IVF) to become pregnant. The effects 
of the Essure micro-inserts on the success of 1VF are unknown If pregnancy 1s ach ieved, the nsks of the 
micro-insert lo !he patient , lo lhe foetus and to the contlnualion of the pregnancy are unknown. 

• Trademark of ETHICON, INC. 
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Whenever possible, m1crc>1nsen placement should be performed dunng days 7-14 of the menstrual cycle 
(where day 1 represents the first day of bteed1ng) m order to enhance VlSUahsa!lon of the fallopian tube 
ostia and decrease the potential for m1cro-msert placemen! 1n a patient with an undiagnosed pregnancy 

Unusual utenne anatomy may make 11 difficult 10 place the Essure micro-inserts 

In order lo reduce the nsl< of uterine perforatJOn, the procedure should be d1sconhnued If excessive force 
is required to achieve cervical dilatation. 

Both tubal os a should be Identified and assessed hysteroscopically pnOf lo proceeding to Essure m1cro-
1nsert placement No attempt should be made to place a micro-msert 1n one tubal oslium unless there 1s a 
reasonable expectahon that the opposite tube 1s accessible and patent. 

Perforrmng endometnal ablation 1mmed1ately following placement of Essure m1Cro-mserts may increase 
the nsk of post-ablatK>n tubal s1er1hsatK>n syndrome, a rare condltK>n that has been reported ln women 
with a history of tubal stenhsat1on who undergo endometnaJ ablation 

Do nol advance the Essure system ,t the patient 1s expenencmg extraordinary pa in or discomfort 

Store the Essure system ln a cool , dry place. 

VII. Possible adverse effects 

A . Pregnancy 

There 1s a risk of pregnancy. ectopic pregnancy, and nsks assooated with the treatment for both . If lhe 
patient conceives and chooses to continue an intrautenne pregnancy, she should be informed thal the nsks 
of the m/cro-msert to the pallent, 10 the foetus and to the conlmuat1on of the pregnancy are unknown 

B . Risks associated with the micro-insert placement procedure 

l ocaLanaesthes1a, ora l analges1a/sedat1on, reg10na1 anaesthesia (i.e ., spmal , epidural }, oral Of 
conscious (intravenous) sedauon or general anaesthesia may be adm1mstered 10 the patient to 
prevent or reduce d iscomfort .. Regardless of the type of anaesthesia, patients may not be able to 
resume normal act!Vlltes for 12-24 hours following the procedure. 

Pain , cramping and vagina l bteedmg may occur dunng and foltOWlng the m1cro-msert placement 
procedure. Typically, these incidents are tolerable, transient and successfully treated with med1ca1K>n . 

During and/or d irectly fol1owrng th e m1cro-1nsert placement procedure , !here is the nsk lhat the patienl 
will experience nausea or vomlllng . Th is Is expected lo be transien t and may be trealed with 
med1catK>n as required. 

Patients may expenence famlmg Of vasovagal response on the day of lhe procedure . 

There 1s a nsk of perforation or d1ssect1on of the fallopian tube or utenne comua. Bleeding and 
scarring may result from such a perforation or d1ssect1on; however, treatment is typically not required . 

There is a risk of utenne perforallon by the hysteroscope, Euure system or other instruments used 
during lhe procedure With possible injury to the bowel. bladder and maJor blood vessels . Surgical 
intervention may be req uired, bu t is unlikely, If such inJury were lo occur. To reduce the risk of utenne 
perloration, the procedure should be terminated if excessive force Is required to achieve cervical 
dilatation. 

There is a nsk that the Essure mrcro-msert may be inadvertently placed 1nlo the myometnum of lhe 
uterus and not mto the fallopian tube lumen. If one m1c~nsert has already been property placed 1n 
one fallopian lube. m add1tK>n to inadvertent placement into the myometrium, the physician may 
attempt to place a third m1cro-msen to complete the procedure. If brlateral faUopian tube placement 1s 
not achieved, this may result 1n toe patient havmg one micro-insert m the fal lop!an tube and/Of one 
m1cro-msert in the myometnum that cannol be rehed upon for contraception. Placemen! of the m1cro­
msert ln the myome1rlum may result in posl-operal1ve pain or other adverse event. If surglca l removal 
of the m1cro-msert(s} is required , salpingec1omy or hys1erec1omy may be required . 

There Is a nsk that the Essure m1cro-msert may be placed too distally 1n the fallopian lube tf removal 
of the m1crO-tnsert is necessary, surgery (laparoscopy or laparotomy) w 10 be reqwred. 

There Is a nsk that the Essure m,cro-msert may be placed loo prox1mally in the fallopian tube If 18 
or more coils of the Essure micro-msert are v1s1ble at the time of placement. an Immediate attempt 
should be made to remove the m1cro--1nsert (see sectK>n XIII . Essure m1cro-1nsert removal) If m1Cf'O+ 
insert removal 1s attempted, there 1s a possibility thal the removal will not be successful or that !he 
Essure micro-insert may break. leaving a fragment of the micro•lnsert in vivo. If m1cr<Hnsert removal 
1s attempted and/or achieved, there is also a posslbiUty that !he patient may expenence Increased 
pain , cramping and bleeding dunng and fol lOWtng the Essure m1cro-1nsert placement procedure . 

There 1s ans that the Ess ure m1ero-1nsttrt may perfora te thlOUgh the tubal wall or utenne cornua, 
which could result in the m1cro-msert bemg released Into the pentoneal cavity. Pos1-operative pain 
and/or menstrual d isturbance or other adverse event may occur as a result. If the patten! elects to 
undergo incis10nal stenl1sat1on or other surgical mtervenllOn, micro-insert retneval from the pentoneal 
cavity may be attempted if the physie1an belteves ii 1s safe to do so. However, micro-insert retneval 
may not be posslble if the micro-insert cannot be visualised or accessed by the physician. 

There is a risk that Essure m1cro-lnsert placement wll l only bo achieved in one fatlopran tube If this 
occurs. patrenls may be teft with one micro-insert in vivo Iha! cannol be rehed upon for permanent 
contraceptJon 

There 1s a nsk that Essur• m1cro-1nsert placement will not be possible in either fallopian tube 

There 1s a m1mmaJ ns'< of excess fluid absorption of the physiologic saline fluid used for distension of 
the uterus, to perform the hys1erosoop1c procedure 

As with all mvas1ve procedures, the m1c~nsert placement procedure can cause an 1nfec11on. An 
mfectton could cause damage to the uterus. fallopian tubes or pelvic cavity. This could require 
ant1b10Uc therapy, or rarely, hospltallsat1on or surgery, including hysterectomy. 

C. Risks associated w ith Essure m icro-Insert w earing 

There 1s a risk that the Essure micro-insert could move out of the fallopian rubes. This movemenl 
could be expu lsion (movement out of the fallopian tube and into the uterine cav1ty/cervix/vag1na or ou t 
of the body) or m1grat1on (movement to the d istal fallopian tube or out of the fallopian lube and into 
the pentoneal cavity). Add11!onal x-rays may be required to identify the location of the m1cro-1nsert(s), 
and surgery may be required to remove the micro-lnsert(s). Device movemenl could result in 
pregnancy, ectopic pregnancy and/or pain/menstrual disturbance or other adverse events. 

As with currenUy ava ilable methods of mechamcal permanent contraception (i.e , clips, nngs), If tOe 
Essure m1cro-1nsen rs to be removed . surgery wi ll be required. Funher, 111s possible thal surgical 
removaJ of the fallopian tubes (sa1pingectomy} and ulerus (hysterectomy} may be required 

Abdom1naVpetv1c pain and cramping may occur. Pam and cramping may be e more likely occurrence 
dunng the menstrual penod, dunng and after sexual intercourse or wrth other physical activity 

lntermenstrual bleeding Of heavier than normal menstrual bleechng may be expenenced. 

Occasionally. a woman may regret her decls10n to undergo permanent contraceplton and expenence 
mild depression or other emotlonal disturbances as a result. 

D. Risks associated with follow-up procedures 

There 1s the nsk of radralion asSOC1ated with the pelvic x-ray that 1s required three months followrng 
micro-insert placement to evaluate micro-msert location. There may also be a need for an Essure 
Confirmallon Test (HSG). There are approximately ,033 rads m the fluoroscopic portion (<30 seconds) 
of a hysterosalp1ngogram procedure. As a pornt of companson. rad1al:Jon exposure from a banum 
enema Is 0.85 rads which is higher than the required Essure Confirmation Test (HSG). The amount 
of rad1atlon exposure from one pelvic x-ray is about the same as the amount en lnd1v1duat would 
receive from one year of natural background radiation, 

The following additional nsl<s are associated w1lh the Essure Confirmation Test (HSG) procedure 1f 
needed· vasovagal response, 1nfecllon , which may require an11b10t1c trealment and in rare cases 
could require hosp1tahsat1on; intravasalK>n; perforation of the uterus; utenne cramping and/Of 
bleeding, pain or d1scomf0r1 : allergic reaction to latex. latex exposure has been reported to be 
associated with anaphytact1c reacltons 1n rare cases, which may lead to death. 

The use of contrast med,a. used lo perform the HSG. has been associated Wllh allergic react10n 1n 
some patients. Allergic reaction can result m htves or difficulty breathing. In some 1ndrvlduals, an 
anaphylactic response may occur which may lead to death . 

E. Risks associated with potent ial future procedur es 

Patients who undergo placement of the Essure micro-insert may, 1n future years, be offered 
mtrautenne therapies that ut1l1se electncal energy It 1s recommended that electrocautery be avoided 
in surgical procedures undertaken on the utenne comua and fallopian tubes. All other procedures 1n 
the pelvis should avOld the use of electrocautery within 4 cm of the m1cro-1nsert. Due lo the presence 
of the Essure m1c~nserts, there may be nsks associated wrth such procedures that, al this hme, 
have not been 1dent1fied . 

Any lntrautenne procedure such as endometrla l biopsy, D&C, hysteroscopy (diagnostic or opera tive) 
1nclud1ng endometna l ablation , could interrupt the ablhty of the micro-Inserts to prevent pregnancy In 
add1lton , the presence of the Essure m1cro-mserts could entad nsks assoc1aled with such procedures 
that, at this time. have not been idenUfied 

Pahents may decide, 1n future years. to undergo 1n vitro fertihsa!Jon (IVF) to become pregnanl The 
effects of the Essure m1cro-mserts on the success of IVF are unknown If pregnancy 1s achieved, the 
nsks of the m1cro-msert to the pabent, to the foetus and 10 the continua110n of a pregnancy are 
unknown. 

The Essure micro-inserts are MR-safe and rad1opaque. The Essure m1cro-mserts are also MR­
compat1ble, except for pelvic 1mag1ng where they may cause some artefacts 

There is the po tential that unknown ri s ks exist. 
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VIII. Directions for use 

A. Prior to micro-fosert placement procedure 

l M icro-insert placement should be performed dunng days 7• 14 or the menstrual cycie (where day 1 
represents the first day of bleeding). In order to enhance v1suahsabon of the fallopian lube ost,a and 
decrease the potential for m1cro•1nsert placemen! in a patient wrth an undiagnosed pregnancy. 

A pregnancy test administered by the phys ician or des1gnee, should be conducted within 24 hours 
prior to or immediately precedrng the micro-Insert placement procedure. 

Admm1strat10n of a non•sterotdal anti-inflammatory drug (NSAID) such as lndoad (orally or via 
suppository) is strongly recommended one lo two hours before the mw::ro-insert placemen! procedure, 
since chmcal tnal data demonslrate that the use of NSAIDs s1gnrficantly rncrease lhe hkehhood of 
placement success . If using only a paracervical block, D1azepam (PO) or a s1m 1lar agent may also be 
offered 30 mtnules pnor lo the procedure to reduce anxiety. 

B. Essure m icro-Insert placement procedure 

The Essure micro-insert placement procedure can be perfonned In an ambulatory or day surgery setttng. 
Steri le techniques should be used dunng !he micro-insert placement procedure. The amounl of time 
required to complete the micro-insert placement procedure shou ld not exceed 30 minutes. 

1, Place Iha patient in the llthotomy posIt1on. 

2 Introduce a speculum mto the vag ina to allow access to lhe ceMx Prep the cervix With beladme or 
other suitable anl!bactena l solution accord ing lo standard practice. 

3. Local anaesthesia Is the preferred method for 1mplantat1on of the mIcro--mserts. A paracerv1cal block 
may be administered. Midazolam (IV), or a s1m1lar agent , may also be administered to prevent or 
reduce discomfort if needed. 

4 Insert a sfenle hysteroscope, with anached camera and operallng channel (~ 5 French), through the 
cervix into the uterine cavity. If necessary. perfonn cervical dilation to allow insertion. In order to 
preven t utenne perforation, the procedure should be discontinued if excessive force Is required lo 
achieve cervical dilatation. 

5. Utenne cavity distension should be accomplished with a physiologic saline infusion through the 
working channel of the hysteroscope It rs strongly recommended that the saline solullon be pre­
wanned to body temperature and mlroduced under gravity feed lo mImmIse spasm of the fall0p1an 
tubes. Excellent utenne drstens1on musl be achieved and ma1nta1ned·throughoul lhe procedure . 
Standard fluid monitoring procedures should be followed throughout lhe procedure. The fallopian lube 
ostra should be identified by hysteroscop1c v1suallsa11on 

Both tubal oslla should be identffied and assessed hysteroscoplcally pnor to proceeding lo Essure 
micro-Insert placement. No altempt should be made 10 place a micro-insert in one tuba l ostium unless 
!here Is a reasonable expeclatlon lhal the oppos ite tube ls patent. 

Once lhe fallopian tube ostla have been identified, insert the introducer through the sealing cap on 
the hysteroscope working channel. The operallng channel stopcock should remain in !he open 
pos11ion (the deVlce and/or tntroducer can be damaged If the stopcock closes on erlher device) Place 
the Essure dehvery syslem through the introducer and advance through the operating channel of the 
hysler0$cope If undamaged from the firs t mIcr0-insert placement. the valved introducer may remain 
In lhe operating channel throughout the Essure procedure 

~ 
--------------lnserl /he introducer through the sealing cap on the hysteroscope working channel, 

then place the Essure delivery system through the Introducer. 

Advance the Essure dehvery system ,nto the proximal fallOf)lan tube wrth slow. steady movement to 
prevent tubal spasm. Advance the dehvery system until the pos1tIonmg marker on the dehvery 
catheter reaches the fallopian tube ostium. This VlSUal marker lnd1cates lhal the Essure mtcrcHnsen 
ts spanning the distal intramural to proximal 1s1hm1c segments of the fallopian tube, with the outer coll 
spanning lhe uterotubal JUnct10n. This Is the Ideal placemen! for the Essure m1cro-1nsert 

Advance until the black positioning mark.er is at tubal ost,um 
This is a visual ind,cator for proper position for deployment 

9. Proper concentnc alignment of the delivery catheter with the tubal lumen ts suggested by the ability to 
advance the catheter under d irect v1suahsallon without undue resistance Resistance to advancement 
Is usually apparent in two ways : 1) the black marker on the outside surface of the catheter rs seen not 
to advance forward towards the tubal ostIum. and/or 2) the dehvery catheter bends or nexes 
excessively, thus preventing the phys1cIan from applymg forward pressure on the catheter assembly 
When such resistance to forward motion of the catheter Is observed , no further attempts should be 
made to place the micro-insert In order to avoid the posslbillty of uterine perforation or inadvertently 
placing the micro-Insert in the utenne muscutalure rather than withm the tubal lumen. A follow-up 
Essure Confinnation Test (HSG) should be undertaken lo determine tubaJ patency. 

10 If 11 Is nol possible to advance the catheter to the pos1tIomng marker aner several mmutes, a 
pertus10n lest With a patency catheter may be employed, If It has not already been utilised , to 
determme tubal patency. If the tube is blocked or the catheter cannot be advanced to the posI1!omng 
marker. the case should be tenn1nated. lf mrcro-msert placement is not successful aner 10 mmules of 
attempted cannulation per tube , the case should be terminated. 

11 When the dehvery catheter has been advanced to the pos1tIon1ng marker, deploy the mIcro-msert . To 
do so, first slabillse the hand le of the Essure mIcro-msert against the hysteroscope camera or some 
other fiked object , to prevent inadvertenl forward movemen t of the Essure system dunng retraction of 
the dehvery catheter. 

Stabilise handle agamst camera head or some other fixed ob1ect to prevent 
inadvertent forward movement of the Essure system 

12 Be ing certain that the black posI1tonmg marker is at the fa llopian tube ostlum, rotate the thumbwheel 
on the handle toward you until the wheel no longer rotates. Thts operation corresponds lo the 
symbol ? i on the dehvery system handle This facilitates withdrawal of the delivery catheter. You will 
see the black pos1tIomng marker move away from lhe tubaJ ostIum {towards the hysteroscope) and 
disappear mto the operating chenneL Withdrawa l of the delivery catheter exposes the wound-down 
Essure m1cro-1nsert. Approximate ly 1 cm of !he m1cro--lnsert (wound-down colls) should appear 
tra1 Ung into the uterus when the delivery catheter Is w ithdrawn. 

Rolata Thumbw~I _.;/ 

'CCX) 

Rotate thumbwheel to retract catheter 

13 To confinn proper poSiltomng, place gold marker band JUSI outside the osl!um, whtch correspands to 
the symbol ..:!,),. on the delivery syslem handle. VisuahsatJon of the gold band JUSI outside the osllum. 
as well as visualisation of the d istal lip of the green release cathe1er. will confirm proper posll1onIng. If 
more lhan 1 cm of the micro-insert 1s v1s1ble in the uterus, then the micro-msert should be reposll ioned 
by moving the entire system further into the tube, If possible, before proceed ing to the next step. 

STOP and Ckeck 

Visuahse gokJ band at ostium 

14 . Press the bunon on lhe delivery handle to enable the thumbwheel lo be further rotated , which 
corresponds to the symbol ._-0 on the hand le button. / ,.,.,,________ I " ~-v~ ~!~ 

~d =0~ 
.<4f.3 ~ , ____________ _,,- ~ B 

\-:_--:::;p = D ~ 
'-" 0 

D 
Press button 10 enable thumbwheel to rotate again 

15 Rotate the thumbwheel toward you lo deploy the outer COIi of the mIcro-msert., wnteh corresponds to 
the symbol 5,t on the dehvery system handle Cootmue lo rotate the thumbwheel until II slops 
rotating . When the thumbwheel cannot be rotaletd any furth~r and the expanded outer COIis are 
visible, withdraw the system 

Rotate 1numbwheel 

Rotate thumbwheel to deploy the outer coH of the mJCTCHnsert 

16 The posIt1on of the deployed Essure micro-insert will be assessed under hys1eroscop1c v1suahsa11on. 
There should Ideally be 3 to 8 expanded outer coils of the Essure mIcro-msen tra1hng into the ulerus 

Expanded outer coils of the Essure m,cro-Jnsert traihng into the uterus 
ind,cafes Jdeal placement 

17 If the physician is d1ssa1Jsfied with the m1cro-msert's placement based on the hysteroscop1c view, or 
suspects tubal or utenne perforation , the rrucro--msert(s) should be left in place and evaluated via pelvic 
x-ray three months post device placement 

WARNING: AFTER THE MICRO-INSERT HAS BEEN PLACED AND RELEASED INTO THE 
FALLOPIAN TUBE, DO NOT ATTEMPT TO REMOVE THE MICRO~NSERT HYSTEROSCOPICALLY 
UNLESS 18 OR MORE COILS OF THE ESSURE MICRO-INSERT ARE TRAILING IN THE UTERINE 
CAVITY. Removal of such a micro-jnsert should be attempted !mmed1alely dunng the placement 
attempt. However, removal may not be possible (see section Xlll , Essure Micro-insert Removal) If the 
mlcre>-insert was madvertently deployed in lhe ulenne cavity and not into the tube , !he micrQ-insert 
shouki be removed from the uterus and another attempt made at m1cro-msert placement tn the tube. 

18. Repeat the Essure m1cro-+nsert placement procedure In lhe contralateral fallopian lube 

19 Record the length of the mIcro-msert trailing mlo the utenne cavity, noting any issues Wllh Identifying Of 

confirming erther tubal ostlum Of any concerns regarding polenbal perforation . These should be noted m 
patlenl records tor subsequent reference when revreW1ng the 3-month x-ray (see Secoon IX -
Three-month pelvic ,c-ray, below) 

20 Remind the patient to use an alternative form of contraception (except an IUD) for the first 
3 months following the mlcro~nsert placement procedure. 

21 Schedule the patient for a pelv,c x~y three months following the Essure mIcro-msert placement 
p,ocedure to evaluale mIcro-msert retent,on and locatK>n 
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IX. Three-month pelvic x-ray 

A. An x-ray should be performed three months after micro-insert placement to evaluate micro-Insert 
retention and location. The x,c1y should be done within 24 hours prior to or the morning of the visit 
with the physician, so that the findings from the x-ray can be evaluated and discussed with the 
patient. The pelvic x..ray will be eva luated. In Hahl of the issues described below in section B as: 
1. Satisfactory: mlcro-mserts appear to be in the tubal lumen and spanning the uterolubal junction , and 

appear relative ly symmelncal. Patients whose x-rays are determined to be ·satisfactory· may begin to 
rely on the Essure micro-insert for contraceptJOn. 

2. Suspicious : one or both of the micro-inserts appear to be distal or proximal lo the opl1maJ pos1t1on , 
or may be partia lly or completely perforated through the tube, and/or appear relatively asymmetncal. 
Patients whose x-rays are determined lo be "susp1c1ous· should be mstructed to conlinue alternative 
contraception and undergo an Essure Confirmation Tes! (HSG) accord ing to Section X below -
Performing and evaluating hysterosalpingograms. 

3. Unsatisfactory : obvious intrapentoneal micro-insert location or expulsion. Patients whose x-rays are 
determined to be "unsatisfactory- should be instructed lo contmue on alternative contraception. Pal lents 
who wish to be considered for a re-attempt should undergo an Essure Confirmation Test (HSG) (as 
descnbed In Section X) and then be managed according to Sedion XI - Management of Unsatisfactory 
Micro-insert. Location (UML). 

B. Issues that should be carefully considered at the t ime of evaluating the 3-month x-ray for 
satisfactory m icro-Insert location, and should the refore be included in the procedure notes, are : 

1. Concern at the time of placement of possible perforation due to excessive force required dunng 
micro-insert placement, a sudden loss of resIs1ance or a trailing length of <O mm. 

2. The v1s1ble trailing length at the time of placement was <5 mm or >10 mm (3-8 expanded outer coi ls) . 

3. Identification of the tubal osllum was compromised durmg placement due to poor distension, poor 
lighting or endometrial debris tha l made Identification of micro-insert posItionIng and trailing length 
difficult 

4. The paltent has been complaining of persistent utenne crampmg and/or bleed ing/spotting smce lhe 
procedure. 

X. Performing and evaluating Confirmation Tests (HSG)s 
The Essure Confirmalion Test (HSG) 1s performed lo further evaluate Essure mIcro-rnsert location and 
fallopian tube occlusion , If necessary based on the x-ray findings (see section IX). Based on the Essure 
Confirmation Test (HSG) findmgs, the physician w ill instruct the patient to discontJnue alternative 
contraception and use only the Essure micro-Inserts fOf pregnancy prevention It. 1) micro-msert retention ls 
demonstrated; 2) micro-Insert location is satisfactory and; 3) there Is evidence of bilateral occlusion of the 
fallopian tubes . 

The following steps should be followed for performing and evaluabng lhe Essure Confirmation Test (HSG). 

A. Performing the Essure Confirmation Test (HSG) 

One obJect1ve of the Essure Confirmation Test (HSG) 1s to evaluate the relationship of the proximal end 
of the mner coil of the micro-insert to the utenne comua, thus venfy1ng that the m1cro-msert spans the 
UTJ. In order to achieve this, the following guidelines should be adhered to: 

1. The utenne cavity silhouette must be clearly seen with good cornua( fi lling. 

2. The fluoroscopy beam with respect to the uterus should be as close to AJP projection as possible. 

3. A good cervical seal should be maintained throughout the procedure to ensure good uterine 
dislensron 

4 . Downward traction on the cervical tenaculum may be required In patients having a m1d-posIt1ona l 
uterus. to allow for ideal images of the uterine cavity. 

5. A minimum of six still radiographs shou ld be taken to assess micro-insert location and tubal 
occlusion. A descnphon of each rad,ograph rs provided below with associated pictures. 

NOTE: Assessment of the location of the m1cro-lnsens on Essure Confirmation Test (HSG) Is not the 
same as noled at hysleroscopy. Therefore , a correctly placed mIcro-mset1 may appear to be more distal 
on Essure Confirmation Tes! (HSG) than noted at the time of hysleroscopy. 
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Rad iograph 1 - " Scout film": capture an ,mage of the uterus 1mmed1ately pnor to infusion of contrast 
into the utenne cav ity. The Essure micro-insens should be clearly seen. The lie and curvature of the 
micro-Inserts should be noted. 

Distal end of Inner coll 

~ 
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Radiograph 2 - Minimal fill of the cavity: capture an image of the uterus after a small amount of 
radioopaque contrast 1s insttlled into the utenne cavity. This image should demonstrate evidence of an 
adequate seal of the utenne cervix and the beginning of opacrficat1on of the utenne cavity. In this rad1ograph, 
contrast material Is hkely not lo have reached the uterine comua. lf the uterine cavity silhouette is not seen 
in a nearly AJP proJeetlon, the fluoroscopy beam and/or the pat ent need to be adiusted. 

Rad iograph 3 - Partial fill of the cavi ty: capture an Image of the uterus when 11 Is nearly full of contrast 
or opac1fied . The comua may not yet have been adequately distended. Proximal (uteri ne) portions of the 
Essure micro-insert may not yet be obscured by the advancing dye. 

Radiograph 4 - Total fill of cavity : capture an image of the uterus when the utenne cavity Is completely 
fi lled to patient tolerance or maximal distenston of the comua has been achieved, wh ichever comes first. 
In this Image, the advance of contrast (i.e .. opacificat1on) Is likely to meet or obscure the proximal 
(uterine) portions of the Essure micro-inserts. 

NOTE: An increase In volume of the intracav1tary contrast, with resultant Increase m lntrautenne pressure . 
1s often needed to allow for a satisfactory image. 

CAUTION : An Increase 1n mtrauterine pressure beyond that needed to produce Radiograph 4 serves no 
purpose and should be avOJded, so as to avoid undue patient discomfort and the possibili ty of resultant 
vasovagal reaction such as profound bradycardia, hghtheadedness. sweating and fainhng. 

Radiograph 5 & 6 - Magnifications of uterine cornua: once the uterine comua are fi lled to maximum 
distension, magnified views of both nghl and left cornua should be obtained, highhghtmg the position of 
the micro-insert in relation to the uterine cornua . 

B. Evaluating Essure Confirmation Test (HSG)s 

When evaluating the Essure ConfirmalK>n Test (HSG), rt 1s important to first confirm that the appropnale 
rad109raphs descnbed above are provided . a good AfP image of the utenne silhouette Is obtamed, and 
the uterus Is maximally distended in at least one view. The Essure Confirmation Test (HSG) will need to 
be Immediately repeated if: 

1. The appropriate sequence of radiographs has been captured but one or both u1enne cornua are not 
maximally distended ; 

2. The proJecbon of the s1lhouelle is fundal rather than A/P; 

3. The appropnate sequence of radJOQraphs was not taken and/or the uterine comua are not distended 
or are otherwise obscured , making evaluahon of micro-insert position 1mposs1ble or equivoca l 

C. Essure micro-insert locatlon 

In evaluahng micro-insert position, 11 Is 1mportanl to note the -markers· for the proximal end of the 
micro-insert (the end of the inner cod and the plattnum band of the ouler coil ) Micro-insert position is 
then evaluated according to its relationship to the distended uterine cornua . Ideal micro-Insert location 
Is when the inner coil of the micro-insert crosses the utero-tubal junction. 

The following scale should be used lo categonse assessment of micro-insert locatJon 

1 - Micro-insert not present or expelled mto utenne cavrty. 

2 - More than 50% of the length of the inner coil of the micro-insert 1s trailing into the uterus. 

3 - Less lhan 50% of the length of the inner coil of the mIcro-msert 1s tra iling into the contrast filli ng the 
utenne comua. 

4 - Proximal end of the inner co1I 1s within the tube with no portion trailing into lhe uterus. and w1thm 
10 mm of the contrast fi lling the uterine cornua . 

5 - Proximal end of the inner coll is with in the tube bul is 11-30 mm from the contrast fi lling the uterine comua. 

6 - Micro-Insert 1s In the tube but the proximal end of the inner coi l 1s more than 30 mm from the contrast 
filling the utenne cornua. 

7 - M1cro-msert 1s believed to be m the peritonea l cavity. 

A patient with micro-insert locat ion that is rated to be In categories 1, 2, 6 or 7 should not rely on 
the Essure micro~nserts for contraception . 

D. Occlusion 

The most crit ical aspect of eva luallng tubal occlusion is delermin ing whether the contrast 1s visible in the 
tube beyond the micro-insert. II Is also importan l lo note any degree of proximal tubal filling with contrast 
even 1f the tube is occluded. 

The following scale shou ld be used lo categorise assessment of tubal occlus1on: 

1 - Tube ts occiuded al the comua . 

2 • Contrast seen w ithin the tube but not past any portion of the length of the outer coil of the micro-!nsert 
(i. e., past the distal end of the outer coil, see Radiograph 7) 

Radiograph 7 - Contrast seen w,thm the tube but not past any portion of the length of the outer cod of the 
micro-insert. 

3 - Contrast seen past the distal end of the micro-insert or in the pentoneal cavity 

tf tubal occlusion Is rated 10 be 1n categones 1 or 2 above and mIcro-msert local!on Is satisfactory 
(categories 3-5 above). the patient should be instructed to d1scon11nue alternative contracepton. If occlus10n 
as raled 3 and m1cro-msert location Is satisfactory. the paltent should remam on allematJve contraceplton for 
3 more months and have a repeat Essure Confirmation Test (HSG). tf occlusion is again rated as a 3, 
then she sho uld be advised to not rely on the Essure micro-Inserts for contraception . 




