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MEDORAH® Biopsy Forceps (Cholangioscopy)

Intended Use / Indications for use

MEDORAH® Biopsy Forceps are intended to obtain tissue samples under direct visualization in
the pancreatobiliary system for histologic examination.

MEDORAH® Biopsy Forceps are supplied sterile and is intended for single use only.

Device Description

Biopsy Forceps consist of a flexible sheath with distal grasping cups controlled by a proximal control
handle with a slider. Biopsy forceps are designed for insertion through a predetermined diameter

Biopsy channel.
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Contraindications
Contraindications for this device are those specific to endoscopic retrograde
cholangiopancreatography (ERCP) procedures.



Complications
Those associated with endoscopic retrograde cholangiopancreatography (ERCP) include, but are not

limited to:

e Bleeding

e Perforation

e Pancreatitis

e Infection

e Peritonitis

e Inflammation
Warnings

These instructions must be followed, as well as instructions from compatible components and
hospital regulations for infection prevention, safe use, cleaning and sterilization. Failure to do so may
resultin serious injury to the patient and/or the user.

The following applies to the device:

This device is intended for single use only. Do not reuse, reprocess or resterilize the device.
Reuse, reprocessing or repeated sterilization of the device may affect its structural integrity and
cause malfunction, resulting in contamination, infection and serious injury.

Do not use the device beyond its expiration date.

If the package is opened or damaged when received, do not use the device. Visually inspect with
particular attention to kinks, bends and breaks. If an abnormality is detected that would prohibit
proper working condition, do not use. Please notify Medorah Meditek.

Do not use this device for any purpose other than the stated intended use.

Never tamper with the structural conditions of the device, avoid kinks and other damage, and
immediately discontinue use in the event of a malfunction.

Do not force device into the working channel.

The procedure must be performed under direct endoscopic visualization.

Do not insert the device into the endoscope while the cups are open. Otherwise, patient injury,
such as perforation, bleeding, or mucous membrane damage could occur. It could also damage the
endoscope and/or device.

Refer to the package label for minimum channel size required for this device.

This device should only be used by trained physicians.
Remove the protective cap from the forceps cap prior to use.

Contents supplied sterile using an Ethylene oxide (EO) process. Do not use if sterile barrier is
damaged. If damage is found, call your Medorah Meditek representative.

For single use only. Do not reprocess or resterilize. Reuse, reprocessing or sterilization may
compromise the structural integrity of the device and/or lead to device failure, in turn, may result in
patient injury.

Precautions

e (Consult the package label to determine the minimum channel size required for using
this device.



e Keep the duodenoscope/cholangioscope as straight as possible during the insertion or
withdrawal of forceps.

e The forceps handle must be operated with gentle pressure. Over pressurization will
make the forceps hard, which could harm the forceps or the duodenoscope
/cholangioscope.

e [tis notadvised to use this product for any operations other than those listed in
these instructions.

e Before taking the device out of the tray or holder, enclose it in the sheath.

Procedure

Product Inspection

Uncoil the forceps carefully, ensuring the cable is not stretched.

Verify smooth handle operation by opening and closing the cups

Check for appropriate cup action during this process.

Familiarize yourself with the necessary handle movement to operate the cups.
e If you notice any irregularities, refrain from use.

Note: Operating the handle while the forceps is coiled could harm its performance
characteristics.

1. View the area to be biopsied with the help of duodenoscope.
2. Insert the catheter of the cholangioscope through the working channel of the
duodenoscope and into common bile duct for direct visualization.
3. Insert forceps into the accessory channel of the cholangioscope while the cups are closed.
Note: Always maintain a straight forceps end extending from the accessory channel.
4. Advance forceps in slight increments till the forceps distal end is visible through the exit
point of cholangioscope.
Note: If you encounter resistance while advancing forceps, gently angle the straight
duodenoscope/cholangioscope tip. If the duodenoscope is equipped with an accessory elevator,
ensure to close the elevator before advancing the forceps. When resistance is encountered, open
the elevator to enable the forceps to pass through. Utilize the elevator to maneuver and position
the forceps accordingly.
5. Advance the cholangioscopy biopsy forceps to the biopsy site, and subsequently, open the
cups by pushing the slider distally and advance them into the tissue intended for biopsy.
6. Pull the slider towards proximal end of the handle to close the forceps around the tissue
or object.
Note: Excessive pressure is unnecessary to cleanly excise tissue.
Caution: If the forceps fail to close, gently pull the cup against the channel opening. Remove the
cholangioscope and forceps together as a unit, then manually close the cups and withdraw the
forceps from the cholangioscope.
7. Maintain gentle pressure on the handle to keep the cups closed as you delicately
withdraw the forceps from the site.
Note: If the duodenoscope features an elevator, ensure it is opened before withdrawing



the forceps. If you encounter resistance while withdrawing the forceps, straighten the
duodenoscope/cholangioscope tip. Avoid applying excessive force during the removal of the
forceps to prevent potential damage to either the forceps or the
duodenoscope/cholangioscope.

8. Continue applying slight pressure on the handle as you withdraw the forceps from
the channel.

9. Gently retract the forceps until the object is against the tip of the cholangioscope.
Slowly withdraw the cholangioscope while monitoring the surrounding area
endoscopically. As you withdraw the forceps from the cholangioscope, wipe any excess
secretions from the cable.

10. Follow institutional guidelines to prepare the specimen for examination.

Storage Conditions

Store the device under normal temperature and avoid direct sunlight. Follow the First-In, First-Out (FIFO)
rule and do not use the device beyond its expiry date.

Disposal of a used device

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

Goods Return Policy

Refer to the company’s return good policy. Please contact the branch office or customer service at
info@medorah.com or call +91 124-4712471
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Warranty

Medorah Meditek Pvt. Ltd. warrants that this product has been manufactured by the appropriate
procedures. This warranty is in lieu of and excludes all other warranties not expressly set forth
herein which are beyond Medorah Meditek Pvt. Ltd. control such as warranties implied to the
application of law, sales or specially purpose suitability after handling over, storage, cleaning and
sterilization of this product as well as matters related to the patient, diagnosis, treatment, surgical
procedures, and any other details. 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 product
other than the replacement of it. Medorah Meditek Pvt. Ltd. shall neither take any additional
responsibility nor authorize such responsibility or duty to other person related to this product.
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