Incontinence Stimulation Electrode

User Manual

READ CAREFULLY BEFORE USE

1.Safety and Regulatory

1.1 Indication for use

The Incontinence Stimulation Electrode including Vaginal Probes KM-503, KM-504, KM-505,
KM-506, KM-507, KM-5013 & Rectal Probes KM-502, KM-5018 are intended to provide
electromyographic feedback from pelvic musculature or electrical stimulation to pelvic
musculature for the purpose of rehabilitation of weak pelvic floor muscles and restoration of
neuromuscular control during the treatment of urinary incontinence.

(Version: V1.2)

1.2 Intended patient population

Model KM-503, KM-504, KM-505, KM-506, KM-507, KM-5013: adult women
Model KM-502. KM-5018: adult men and women

1.3 Safety information

Please refer to the probe bag. (Contraindications/Attention/Warning)

1.4 Label & Symbols

LOT Batch code

Serial number

Manufacturer

Date of manufacture

Type BF applied part

Caution

Follow instructions for use

"WEEE (Waste Electrical and Electronic Equipment)".
The wasteproducts should be handled legally.

Keep dry

Indicates the item is a medical device.

Fragile, handle with care.

Keep away from sunlight.

Neuromuscular Stimulators (STIM) and ETS are not suitable for patients with
cardiac pacemakers, and please consult your attending physician.

Indicate the medical device that has not been subjected to sterilization process.
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2.Product Description

Incontinence Stimulation Electrodes contains two types of products; Vaginal Probe and
Rectal Probe. The Incontinence Stimulation Electrode is intended to provide
electromyographic feedback from pelvic musculature or electrical stimulation to pelvic
musculature for the purpose of rehabilitation of weak pelvic floor muscles and restoration
of neuromuscular control during the treatment of urinary incontinence.

Incontinence Stimulation Electrodes are lightweight cylinders consisting of two
independent conductive rings or plates that are paired and isolated, physically and
electrically. The cylinder is shaped with a waist and handle for positioning in the vaginal
canal or rectal canal for incontinence treatment and easy removal after treatment. It is
waterproof. Cleaning and disinfection are necessary after each use. The electrode is
designed for repeated intermittent use by a single user in home with daily operation. It
does not require sterilization, but does require washing before and after reuse according
to the cleaning method as recommended in the user manual.

There is an electrode wire at the end of the probe. It is used to connect with the
accessory wire of the stimulator. The pins on the accessory wire must be 2mm in
diameter. When connecting, insert the two metal pins of the incontinence stimulator’s
electrode wire into the two terminal jack holes at the end of the probe wires. Then connect
the accessory wire into the incontinence stimulation unit. The electrode wire is compliant
with 21 CFR 898 by IEC 60601-1 (Edition 3.2, clause 8.5.2.3) evaluation. Use life: We
recommend that you replace the product every 3 months and no more than 6 months.
Repeated use has minimal effect on these instruments. End of functional life is normally
determined by wear and damage due to use.

The probe is constructed of stainless steel, acrylonitrile butadiene styrene (ABS), and
polyvinyl chloride (PVC).

The model variation description is as below:

Electrode Vaginal Probe Rectal Probe
Model KM-503 | KM-504 | KM-505| KM-506| KM-507 [ KM-5013 | KM-502 | KM-5018
Weight 849 299 23g 259 229 459 32g 279
Electrode

Area (Single | 7.85cm? | 6.88cm?| 344cm?| 459cm? | 530cm? | 450cm? | 377cm? | 2.84cm?
Electrode)

Electrode
Area Annular [Rectangle| Arch | Teardrop| Arch Oval Oval Annular
Geometry

Probe Length| 14.3cm | 9.1cm | 8.9cm | 8cm 8.15cm | 11.3cm | 10.8cm | 6.3cm

Birgrt:ﬁeter 2.5cm 3.3cm | 3.25cm| 3cm 3cm 2.57cm | 1.2cm 2cm
Droplet

Prob shape

robe .

Cylindrical] ~ Arch Oval [Teardrop| Arched oval | (head)+ [ oy

Geometry v P cylindrical
shape
(body
parts)

2.18Specification

Specification

Product name Incontinence Stimulation Electrode

Vaginal Probe: KM-503, KM-504, KM-505, KM-506, KM-507,

Model KM-5013; Rectal Probe: KM-502, KM-5018.

Intermittent mucosal contact<30 min/ session
Stim<1 hour/session
EMG not exceeding 1hr combined

Contact Duration

Vaginal

Electrode Placement
Rectal

Usage Conditions Reusable-Single Patient

Material: Electrode body: Plastic ABS
Electrodes: Stainless steel #304
Cables: PVC over copper tinsel conductor

Electrode Material

Connections 2 mm pins

Sterility Non-sterile

Shelf life 2 years

Use life 3 months, the longest time is not more than 6 months.

Intended patient Adult, Over-the Counter

Temperature: 5~40°C
Humidity: < 80%RH
Atmospheric Pressure: 86~106kPa

Operating
environment

Temperature: -20 ~ 55°C
Humidity: < 90% RH
Atmospheric Pressure: 50~106kPa

Storage
environment

2.2 Product Components

The Incontinence Stimulation Electrode including Vaginal Probes KM-503, KM-504,
KM-505, KM-506, KM-507, KM-5013 & Rectal Probes KM-502, KM-5018 are lightweight
cylinders consisting of two independent conductive rings or plates that are paired and
isolated, physically, and electrically. The probe is constructed of stainless steel,
acrylonitrile butadiene styrene (ABS), and polyvinyl chloride (PVC). Among them, stainless
steel is the conductive metal electrode, ABS plastic is used for molding, and PVC is the

probe lead wire material.
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KM-503 KM-504 - KM-506
KM-507 KM-5013 KM-502 KM-5018

3. Operation
The Incontinence Stimulation Electrode must be used with legally marketed Incontinence
stimulating product.

How to choose the right probe:

1. Both the vaginal probe and rectal probe are for treatment of urinary incontinence. The

types of urinary incontinence include:

- Urge urinary incontinence: Once you feel the need to urinate you will not be able to hold
your urine to reach the bathroom.

- Stress urinary incontinence: The loss of small amounts of urine associated with
coughing, laughing, sneezing, standing up, exercising or other movements that increase
intra-abdominal pressure and thus increases pressure on the bladder.

- Mixed urinary incontinence: When you cannot hold your urine after the urge strikes and
also during times of stressful movement.

2. Rectal probes are suitable for female and male patients. Female patients should choose
a vaginal probe unless there are contraindications preventing its use.
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3. Patients should choose the diameter of the probe based on how narrow the vagina or
rectal is. Women with vaginal atrophy should use the most narrow probe or choose a
rectal probe. Persons with vaginal and rectal laxity should choose a larger probe for ease
of retention. Please choose the size that best fits your needs. You can find the probe
diameters under Product Description in the model variation table.

Wash before use according to section 4.1 of this user manual.

3.1 First, firmly insert the two metal pins (2.0mm pins) of the incontinence stimulator’s
accessory wire into the two terminal jacks at the end of the probe. The pins are hidden
inside the tubes at the ends of the accessory wire. Then insert the plug at the other end of
the accessory wire into the electrical stimulation jack of the incontinence stimulator.

Electrical stimulation jack:

3.2 Before using the probe, you may urinate to ensure you do not void during the
stimulation of your workout.

3.3 Lubricate the metal electrode surfaces and probe tip with a water-based personal
lubricant such as KY Jelly.

Caution: Do not use a silicone-based lubricant as this may decrease the effectiveness of
the muscle stimulation.

3.4 a) Rectal insertion:

Insert the rectal probe into the rectum whilst “bearing down” (as in the action of passing
stool) until the base of the flange on the probe touches the anus. Insert an rectal probe as
shown in the image below.

Anus

Note:

- The metal parts conduct the electrical pulse and should be in contact with the main part
of the muscle at all times.

- The tissues closest to the entrance are more sensitive, so you should avoid stimulating
this area.

- It is recommended that the probe is inserted past the sphincter muscles of the rectal,
unless directed otherwise by a healthcare professional.

- Rectal probes with long electrodes (the metal part) that run up and down the length of the
probe should always be inserted with the metal parts facing hip-to-hip.

- Sometimes wearing snug fitting undergarments or pants will help to keep the probe in
place and maintain correct contact during the program.

3.4 b) Vaginal insertion:

Choose a comfortable position, lie on your back, relaxed and with the upper body slightly
elevated. The legs are upright and tilted slightly to the outside. It is advisable to support
the legs on the sides in order to improve relaxation.

Warning: Ensure the unit is switched OFF before inserting the probe.

After the wire is securely connected, insert the vaginal probe into your vagina, in the same
way as would a tampon, until only the plastic base of the probe is visible.
Insert a vaginal probe as shown in the image below.

Vagina

Note:

- The metal parts conduct the electrical pulse and should be in contact with the main part
of the muscle at all times.

- The tissues closest to the entrance are more sensitive, so you should avoid stimulating
this area.

- It is recommended that the probe is inserted past the sphincter muscles of the anus,
unless directed otherwise by a healthcare professional.

- Vaginal probes with long electrodes (the metal part) that run up and down the length of
the probe should always be inserted with the metal parts facing hip-to-hip.

- Sometimes wearing snug fitting undergarments or pants will help to keep the probe in
place and maintain correct contact during the program.

3.5 After your training session, switch the control unit off and then remove the probe by
holding the base and pulling outwards. You can bear down to ease removal.

3.6 After using the vaginal probe, always remember to void again to clear any bacteria
from the urethra and prevent bladder infections.

4. Maintenance

4.1 Cleaning and disinfection

The Incontinence Stimulation Electrode is designed for single patient use. Before first use
and after each subsequent use, the unit should be cleaned and disinfected as follows:

- Wash the probe in warm soapy water for 1 minute (do not wash lead wire);

- Rinse the probe thoroughly in clean water for 30 seconds (do not rinse lead wire);

- Dry the probe with a clean cloth/paper towel or allow to air dry.

Note: If the device is not visually clean at the end of the cleaning, you should repeat these
cleaning steps.

-Wipe the probe with 70% alcohol for 3 minutes to disinfect the probe.

4.2 Storing
Store in a cool dry place away from direct sunlight. Keep out of reach of children and pets.

4.3 Maintaining

Replace the electrode if there are signs of damage or when it no longer conducts current.
When connecting and disconnecting the wires, grasp by the molded end and gently pull.
Do not pull on the wire itself.

Store in a cool dry place away from direct sunlight.

4.4 Disposal

Please dispose of your probe and packaging in accordance with the local regulations in
your area.

The expected service life is about two years.

The use life of the probe is about 3 months with the longest time being 6 months.

5. Manufacturer Information

Company name: Shenzhen Konmed Technology Co., Ltd.

Address: 601, Building B4, Shenchengtou Creative Factory Life Science Park,
Julongshan A Road, Xiuxin Block Kengzi Street, Pingshan District Shenzhen Guangdong,
CN 518118 Tel: +86-755-86704558

Fax: +86-755-86704558

E-mail: 2519021651@qg.com



