enterra®

medical’

The next generation of leads now designed

and manufactured by Enterra Medical.

At Enterra Medical, we're proud to introduce Enterra ReliaStim® —

a significant advancement in our mission to deliver life-changing
therapy. More than just an innovation; it's a reflection of our unwavering
commitment to patients living with gastroparesis.

Elevating implant performance.
Enterra ReliaStim improves the implant experience.

Modernized design
based on trusted
platform, featuring
an advanced alloy.

Enterra
ReliaStim

Opaque
Fixation Disc

2.5x larger anchor points ;
for easier suturing. ’

Opaque fixation discs
for improved visibility.

Sharp insertion needle
for smooth, consistent
electrode placement.



Device Specifications®: nsrtionnele,

Description Value Blue polypropylene
Model Number 30101 monofilament (8.9 cm)
Lead type Unipolar N
Lead: MP35N, silver, platinum-iridium,
Material polyurethane, stainless steel, silicone rubber
Fixation Disc: Silicone
Compatibility: ;chgﬁrr)]’?%béeo\év;]tgca:gyr/ Enterra Neurostimulator with Connector pin N
Connector 3.2 mm low profile Tip
DC resistance? Less than 20 ohms
Length 35cm 3.2mm Coil
Diameter (lead bodly) 1.0 mm lcoo";'"‘]’éztﬁ;f\ N Electrode
Distal (electrode) end
Number of electrodes 1 :Lucr:gf t\
Electrode shape Cylindrical T
Electrode length 10 mm
Electrode tip diameter 0.9 mm !
Electrode coil diameter 0.6 mm
Blue polypr n
mongﬁlgr%eorgcyll:ngeth 89cm
Insertion needle length 32 mm I~
Proximal (connector) end
Lead contact length ‘ 9 mm

1 All measurements are approximate.
2 Electrical resistance of this device only.

Enterra Medical is dedicated to advancing gastric electrical stimulation through continuous
innovation. Enterra ReliaStim leads deliver trusted therapy—and a message of hope and
help—connecting our promise to the relief patients with gastroparesis deserve.

This is just the beginning of many life-changing innovations to come.

Important Safety Information

Enterra® Therapy for treatment of chronic, resistant to medication nausea and vomiting associated with gastroparesis caused by diabetes or an unknown origin in patients
aged 18 to 70 years: patients should always discuss potential risks and benefits of the device with their physician. Indications for Use: The Enterra Therapy System for gastric
electrical stimulation is indicated for use in the treatment of chronic, intractable (drug refractory) nausea and vomiting associated with gastroparesis caused by diabetes

or an unknown origin in patients aged 18 to 70 years.Contraindications: The Enterra Therapy System is not intended for patients whom the physician determines are not
candidates for surgical procedures and/or anesthesia due to physical or mental health conditions. You cannot have diathermy (deep heat treatment from electromagnetic
energy) if you have an Enterra device. Warnings/Precautions/Adverse Events: This system has not been evaluated for pregnant women, for use in patients under the

age of 18, or patients over the age of 70. The system may be affected by or adversely affect cardiac devices. Strong sources of electromagnetic interference (EMI) such as
from electrocautery, defibrillation/cardioversion, therapeutic ultrasound, radiofrequency (RF)/microwave ablation, or MRI, can result in serious injury, system damage, or
operational changes to the system. EMI, postural changes, or other activities may cause shocking or jolting sensations.

The Enterra Il System is MR Conditional. This means that patients with the Enterra Il System can safely have MRI examinations of some body parts under certain
‘ﬁ conditions. The conditions for MRI scans will vary with the type of MRI coil. Obtain the latest MRI guidelines by referring to the manuals at www.enterramedical.com/

hcp/manuals. Patients on anticoagulation therapy may be at a greater risk for post-operative complications. The use of non-Medtronic components with this system
may result in damage to Medtronic components, loss of therapy, or patient injury. There is the possibility of an allergic or immune system response to the implanted
materials. When possible, a physician is to identify and treat any infections prior to surgery. Infections at the implant site almost always require the surgical removal of the
implanted system. The lead can become entangled with the bowel or perforate your stomach and cause life-threatening blockage or infections that require immediate
medical attention and may require surgery. Patients should avoid activities that may put undue stress on the implanted system components (activities that include sudden,
excessive, or repetitive bending, twisting, bouncing, or stretching that can cause component fracture or dislodgement). Adverse events related to the therapy, device, or
procedure can include: infection, pain at the surgery site, device components may wear through the skin, bruising at the neurostimulator site, bleeding, loss of therapeutic
effect, undesirable change in stimulation (described as a jolting, shocking, or burning sensation), gastrointestinal symptoms and gastrointestinal complications (in that the
lead may perforate your stomach or device components may become entangled with or obstruct other internal organs, requiring surgery). The system could stop because of
battery depletion or mechanical or electrical problems. Any of these situations may require additional surgery or cause your symptoms to return.

Humanitarian Device: Authorized by Federal law for use in the treatment of chronic intractable (drug refractory) nausea and vomiting secondary to gastroparesis of diabetic
or idiopathic etiology in patients aged 18 to 70 years. The effectiveness of this device for this use has not been demonstrated. For further information, please contact Enterra
Medical at info@enterramedical.com. USA Rx only.

www.enterramedical.com
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