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Aspiration Needle & Expect Slimline (SL)
Endoscopic Ultrasound Aspiration Needle

REFER TO THE DEVICE DIRECTIONS FOR USE FOR COMPLETE INSTRUCTIONS ON DEVICE USE. RX ONLY.
CAUTION: FEDERAL LAW (USA) RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF A PHYSICIAN.

Warning

Contents supplied STERILE using an ethylene oxide (EO) process. Do not use if sterile barrier is damaged. If damage

is found, call your Boston Scientific representative. For single use only. Do not reuse, reprocess or resterilize. Reuse,
reprocessing or resterilization may compromise the structural integrity of the device and/or lead to device failure which, in
turn, may result in patient injury, iliness or death.

Reuse, reprocessing or resterilization may also create a risk of contamination of the device and/or cause patient infection
or cross-infection, including, but not limited to, the transmission of infectious disease(s) from one patient to another.
Contamination of the device may lead to injury, illness or death of the patient. The needle tip is sharp. Take precautions to
ensure that the needle is handled properly.

The needle should be treated as infectious material and could create an infection risk. After use, dispose of product and
packaging in accordance with hospital, administrative and/or local government policy.

Intended Use/Indications for Use

The Expect Slimline (SL) Needle is designed to sample targeted submucosal and extramural gastrointestinal lesions through
the accessory channel of a curvilinear echoendoscope. It can also be used for delivery of injectable materials (fluids) or
fiducials into tissue or for passage of accessory devices.

Contraindications

Contraindications for this device are those specific to the primary endoscopic procedure to be performed in gaining access
to the desired site. Relative contraindications to submucosal and extramural aspiration include, but are not limited to:
coagulopathy.

Warnings

The Expect Slimline (SL) Endoscopic Ultrasound Aspiration Needle should only be used to sample tissue where
possible hemorrhage will not present a danger to patients. The device should be used with caution and only after careful
consideration in patients with elevated bleeding times or coagulopathies.

Not for use in the heart or vascular system.

Precautions

Read the entire directions for use before using the Expect Slimline (SL) Needle as well as the directions for use supplied by
the manufacturers of injectable materials (fluids), fiducials, and accessory devices, if used. The Expect Slimline (SL) Needle
should only be used by or under the supervision of physicians trained in Endoscopic Ultrasound procedures and Fine
Needle Aspiration. A thorough understanding of the technical principles, clinical applications and risks associated with these
procedures are necessary before using this device.
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The packaging and the device should be inspected prior to use. Do not use the device if the product or packaging is
damaged. When targeting multiple sites, replace device for each site. Use of the device for multiple sites has not been
established.

Do not use the same device to perform multiple indications. Use of the device for multiple indications has not been
established.

Adverse Events
Complications associated with the use of the Expect Slimline (SL) Needle may include:

e Bleeding

* Perforation

e Pancreatitis

e Infection

e Peritonitis

e Inflammation

e Aspiration

e Fever

¢ Allergic Reaction

e Hypotension

e Respiratory Depression or Arrest
e (Cardiac Arrhythmia or Arrest
e Tumor Seeding

* Pain

e Fiducial Migration
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