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ALFIOS® Polypectomy Snare

Intended Use / Indications for use

Intended use- ALFIOS® Polypectomy Snare is indicated to use for polypectomy and endoscopic
mucosal resection (EMR) procedures.

ALFIOS® Polypectomy snare is indicated for single use and supplied sterile.

Variants: ALFIOS® Polypectomy snare comes in two variants:
e ALFIOS® Polypectomy snare (Hot)
e ALFIOS® Polypectomy snare (Cold)

Device Description

ALFIOS® Polypectomy snare is designed to endoscopically remove and cauterize the polyps such
as diminutive polyps, sessile polyps and pedunculated polyps within gastrointestinal tract.

ALFIOS® Polypectomy snare (Hot) comprises various components including handle, Outer
Sheath, electrocautery port and snare. The ALFIOS® Polypectomy Snare consists of an outer
sheath with an attached snare at its end. The snare, a self-contained metal ring, is opened over the
polyp and then closed to capture the polyps with the help of handle. The Electrocautery port on
handle, which includes an electrode, heats the snare to facilitate the dissection of polyp. The snare
is inserted into the outer sheath and is extended and retracted by operating the device handle. The
handle controls the opening or closing of the snare at the distal ends.
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ALFIOS® Polypectomy snare (Cold) includes handle, outer sheath and snare. Unlike the hot snare
version, the cold snare does not include an electrocautery port on the handle, meaning no electric
current is applied through the snare during use. It features a snare loop at its distal end. Once the
snare is positioned around the polyp, the polyps are cut mechanically by tightening the snare with
the handle. This process allows for the precise removal of polyps without the use of electrical
current through electrocautery port.

ALFIOS® Polypectomy snare (Cold)
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Contraindications
Contraindications include but are not limited to:

Specific considerations for endoscopic procedures include obtaining clear visualization of
the polypectomy site.

Coagulopathy and inadequate prepped bowel

Polyps and adenomas that exceed 2 cm in diameter

Multiple adenomatous polyps clustered in a single area require special attention

Patients with poor physical fitness, including serious heart or lung conditions, may be
unable to tolerate endoscopy and related treatments.

Ileus, peritonitis, florid inflammatory bowel conditions.

Limited life expectancy (malignant disease).

A family history of neoplasia

Potential Complications

Perforation

Bleeding

Fever

Aspiration

Abdominal Pian

Allergic reaction to medications
Trans-mural burn

Thermal injury

Respiratory depression
Allergic reaction to medication
Hypotension

Respiratory depression
Arrhythmia or cardiac arrest
Infection

Septicaemia

Warnings

The entire User’s Manual must be read thoroughly before using the device. A detailed knowledge
of the techniques, procedures, clinical applications and risks associated with the procedure is
necessary before using the device.

For single use only. Do not reuse, reprocess or re-sterilize. Reuse, reprocessing or re-
sterilization may compromise the structural integrity of the device and/or lead to device
failure which, in turn, may result in patient injury, illness or death.

This device is only meant to be used for the purposes specified.

Do not use the device beyond its expiration date.

Do not use if the pouch is opened or damaged.

Patients should know about the potential risks and complications, which may lead to illness
or injury to a patient.

Do not use this device on patients with metallic implants, like pacemakers, is strictly
prohibited due to the risk of heart fibrillation, pacemaker damage, electric shocks, and
potential serious injury or death.



When using the endoscope with the device, leakage currents may increase. Ensure a proper
connection from the patient return electrode to the electrosurgical unit is maintained
throughout the procedure.

Check instruments and active cord for cracks and/or damage to the insulation.

Do not use the product outside the recommended technical specification (intended use)

If the correct generator setting is unknown, start with a lower power setting and gradually
increase until the desired effect is achieved.

Set the electrosurgical generator OFF before inserting the snare into the endoscope, so as
to avoid patient injury or equipment damage caused be improper circuit grounding.

Mop up any fluids or flammable agents pooling under the patient or in body cavities before
electrosurgery.

Dispose of product and packaging according to hospital, administrative and local
government policy.

Precautions

Read the entire instruction for use before using the ALFIOS® Polypectomy snare.
These devices are compatible with an endoscope accessory channel of 2.8mm or larger.
Do not apply excessive force to the snare while resecting the polyps, it may lead to patient
injury.
This device should be used by trained physician or medical professional.
Device should be used under endoscopic visualization.
Detach the snare from polyps if there is a risk in complication.
Ensure that the device and electrosurgical unit are connected properly.
The following conditions may not allow a snare device to function properly:
i. Advancing the handle too quickly or forcefully to the open position,
ii. Trying to pass or open the device through an endoscope with extreme articulation,
iii. Attempting to operate the device while it is in a highly coiled position, and
iv. Using the device when the handle is positioned at a sharp angle relative to the sheath.

To use this device, one must be completely aware of the technical concepts, clinical uses,
and hazards related to Polypectomy snare.

Procedure

1.

il.

jil.

iv.

Before use, examine the device thoroughly for any break and damage. If any abnormality is
detected, do not use.

Make sure that the device is compatible with an endoscope channel of 2.8mm or larger
before insertion.

Retract the handle of the snare to ensure that the snare loop is fully retracted into the
catheter. Confirm that the snare loop is completely inside the catheter before inserting it
into the endoscope.

Insert the catheter into the endoscope channel and advance it until the lesion is clearly
visible and targeted. If the snare loop is rotatable, adjust its position as needed.

a) Hot Snare

V.
Vi.

vil.

Refer steps from (i) to (iv) for ALFIOS® Polypectomy snare (Hot).

With the electrosurgical unit turned off, securely attach the active cord to both the snare
handle and the electrosurgical unit.
Turn the electrosurgical unit on to begin the procedure.



viii.
ix.

Xi.

Xii.
Xiii.

Operate the handle to extend the snare loop and gently position it around the target polyps.
Press the foot switch to activate the output.

Pull the slider to resect the polyps. Avoid applying excessive force, as this could cause
patient injury, such as punctures, hemorrhages, mucous membrane damage, or thermal
injury.

Before removing the instrument from the endoscope, ensure that the snare is fully
retracted.

After completing the procedure, disconnect the active cord from the snare handle.

Dispose of the device according to your hospital guidelines for biohazardous medical waste
and comply with local regulatory requirements.

b). Cold Snare

xiv.  Refer steps from (i) to (iv) for ALFIOS® Polypectomy snare (cold).
xv.  Operate the handle to extend the Snare loop fully over the polyps to remove it gently.
xvi.  Once the snare is positioned around the polyp, the polyps are cut mechanically by
tightening the snare with the handle.
xvii.  Retract the snare prior to removing the instrument from the endoscope.
xviii.  Dispose of the device according to your institutional guidelines for biohazardous medical
waste and comply with local regulatory requirements.
Storage

Store the device under defined temperature limit and avoid direct sunlight Follow the First-in,
First-out rules and do not use the device beyond its expiry date.

Change of performance

If the device’s performance is changed or the intended purpose is lost, further actions shall be
taken according to the medical specialist’s decision considering the clinical condition of patients.

Disposal of a used device

The device used must be disposed off according to the hospital, local and country regulations.
Disposal is the responsibility of the user.
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Warranty

Medorah Meditek Pvt. Ltd. warrants that this product has been manufactured by following
appropriate procedures and reasonable care has been applied in designing and manufacturing of
this device. This warranty is in lieu of and excludes all other warranties not expressly set forth
herein, whether expressed or implied by operation of law or otherwise, including, but not limited
to, any implied warranties of merchantability or fitness for a particular purpose. Handling, storage,
cleaning and sterilization of this device as well as other factors relating to patient, diagnosis,
treatment, surgical procedures, and other matters beyond Medorah Meditek Pvt. Ltd.’s control
directly affect the device and the results obtained from its use. Medorah Meditek Pvt. Ltd.’s
obligation under this warranty is limited to the repair or replacement of this device and Medorah
Meditek Pvt. Ltd. shall not be liable for any incidental or consequential loss, damage, or expense
directly or indirectly arising from the use of this device. Medorah Meditek Pvt. Ltd. neither
assumes, nor authorizes any other person to assume for it, any other or additional liability or
responsibility in connection with this device. Medorah Meditek Pvt. Ltd. assumes no liability with
respect to devices reused, reprocessed or re-sterilized and makes no warranties, expressed or
implied, including but not limited to merchantability or fitness for a particular purpose, with
respect to such devices.
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