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• any applicable deficiencies. 

Background: 

Device Description 

A. Essure System Components 

The Essure System is comprised of the Essure micro-insert, a disposable delivery system, and a 
disposable split introducer. 

Essure Micro-Insert 

The Essure micro-insert is a spring-like device that consists of a stainless steel inner coil, a nickel 
titanium (Nitinol) expanding outer coil, and polyethelene terephthalate (PET) fibers. The PET fibers are 
wound in and around the inner coil. The micro-insert is 4 cm in length and 0.8mm in diameter in its 
wound down configuration. When released from the delivery system, the outer coil expands to 1.5 to 
2.0 mm in diameter to anchor the micro-insert in the varied diameters and shapes of the fallopian tube. 
The spring-like device is intended to provide the necessary anchoring forces during the acute phase of 
device implantation (3 months post-micro-insert placement), during which time the PET fibers are 
eliciting tissue in-growth into the coils of the Essure micro-insert and around the PET fibers. 

The Essure Micro-insert is provided attached to the delivery wire, in a wound-down configuration. The 
delivery wire is composed of a nitinol core wire, which is ground at the distal end to result in a flexible, 
tapered profile. The device is constrained by the release catheter, which is sheathed by a flexible 
delivery catheter. A black positioning marker on the delivery catheter aids in proper placement of the 
device in the fallopian tube. 

The delivery handle controls the device delivery and release mechanism. The thumbwheel on the 
delivery handle retracts both the delivery catheter and the release catheter. The button allows the 
physician to change the function of the thumbwheel from retracting the delivery catheter to retracting 
the release catheter. The delivery wire is detached from the micro-insert by rotating the system. 

Split Introducer 

The split introducer is placed into the sealing cap of the working channel of the hysteroscope, and is 
intended to help protect the Essure Micro-insert as it is being passed through the sealing cap of the 
hysteroscope working channel. 

B. Mechanism of Action 

1. Placement at Utero-Tubal Junction (UTJ) 

The Essure Micro-insert is intended for placement into the fallopian tube with the implant portion of the 
device spanning the utero-tubal junction (UTJ). For purposes of micro-insert placement, the UTJ is 
defined as the portion of the fallopian tube, just as it enters the uterus. Placement at the UTJ is expected 
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to aid in anchoring since it most consistently represents the narrowest portion of the fallopian tube. 
Expulsion of the Essure Micro-insert has occurred when micro-insert placement was too proximal. If the 
device is placed without any trailing portion of the device in the uterus, then direct visualization of 
device location is not possible. 

2. Tissue In-Growth 

The effectiveness of the Essure Micro-insert in preventing pregnancy is believed to be due to a 
combination of the space-filling design of the device and a local, occlusive, benign tissue response to the 
PET fibers. The tissue response is the result of a chronic inflammatory and fibrotic response to the PET 
fibers. It is believed that the tissue ingrowth into the device caused by the PET fibers results in both 
device retention and pregnancy prevention. 

3. Permanency of Tubal Occlusion (and Sterilization) 

The long-term nature of the tissue response to the Essure micro-insert is not known.  The majority of the 
clinical data regarding PET in the fallopian tube is based on 12-24 months of implantation, with little 
data at 36 months. Therefore, beyond 24 months, the nature of the cellular fibrotic response and the 
ability of the response and the device to maintain occlusion are not known. 

Indications for Use 

The Essure System is indicated for women who desire permanent birth control (female sterilization) by 
bilateral occlusion of the fallopian tubes. 

PS Order 

On September 24, 2015, FDA convened a meeting of the Obstetrics and Gynecology Devices Panel of the 
Medical Devices Advisory Committee (see transcript), and the panel recommended additional data 
collection via postmarket surveillance. On February 29, 2016, FDA issued a 522 order for the Essure 
Permanent Birth Control System. 

PS Study Protocol Overview: 
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Completed The sponsor has fulfilled the condition of approval, and FDA has closed the 
study.  This is a final study status. 

Terminated The sponsor has not fulfilled or cannot fulfill the condition of approval (e.g., 
study questions are no longer relevant, sponsor withdraws PMA, data cannot 
answer 522 question), and, after all appropriate efforts to fulfill the condition 
of approval have been exhausted, FDA has terminated the study. This is a 
final study status. 

Other Used when the study status does not fit another category (e.g., not marketing 
the device and have no plans to market the device, change in ownership 
underway, redesigning device and need PMA approval prior to use in a PAS, 
pending separate study being used to address condition of approval).  This is 
an interim study status. 

Deficiency List: 
None 

Advisory 

1. Please be advised that your study status will be marked as “Progress Adequate” on the 
Section 522 Postmarket Surveillance Studies webpage (www.fda.gov/522studies). 

2. Please be advised that due to the changing nature of the device sales and study 
enrollment rate, the reporting schedule has been changed to include a 30-month 
interim report, due March 4, 2019. 

cc: 

(b) (6)

(b) (6)

(b)(4) 
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