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1.

Introduction

The Zmed-Laser 1470 nm laser system, along with Zmed-Laser’s reusable FemiFine handpiece with
radial or Diffused, provide the Doctor with multi applications treatment options and the patient with
max comfort

Figure 1. Zmed-Laser’s 1470 nm Laser System

Figure 2. Zmed-Laser’s FemiFine Handpiece with reusable glass
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Figure 3. Reusable glass

Figure 4. FemiFine Radial Fiber

Figure 4. FemiFine Diffused Fiber

The Zmed-Laser handpiece, in combination with the radial emission fiber, emits uniform energy in
the vaginal canal without the need to rotate the handpiece and create discomfort to the patient.
Applying uniform thermal heating throughout the inner layer of the vaginal canal stimulates collagen
and elastin fiber contraction, while inducing the production and continuous regeneration of new
collagen.
This process results in:
• Inducing tissue regeneration
• Strengthening mid-urethra support
The FemiFine treatment is not used for strengthening the pelvic floor.

2.

Training Requirements

Warning
The Zmed-Laser laser and the Zmed-Laser FemiFine procedure may only be used on patients by a
licensed and properly-trained physician.

The Zmed-Laser system is designed to be operated only by specialized doctor, properly trained in its
handling and use. All personnel who operate the system must read the operator's manual. This
includes physicians, nurses, technical staff or other professional staff members.
The physician is responsible for contacting the local licensing agencies to determine any credentials
required by law for clinical use and operation of the device.

3.

Pre-Treatment Information

3.1. General
During the first visit to the clinic/hospital, the physician should:
• Fill out the pretreatment questionnaire.
• Fill out the medical information in the informed consent form.
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• Obtain a detailed patient medical history, including previous treatment modalities performed on
the patient.
• Examine the gynecological condition of the patient to determine treatment suitability with the
1470 nm diode laser system.
• Determine why the patient is seeking treatment and understand her expectations.
• Discuss the treatment protocol and daily regimen, if needed, with the patient.
• Have the patient fill out and sign the informed consent form.
• Examine the patient's areas to be treated.
• Explain to the patient that it will likely take several treatments, performed over several months,
to achieve satisfactory results.
• Warn the patient that there may be very mild discomfort associated with the treatment.
• Perform a pregnancy test at least one day before the session.
• Obtain a recent result of a Pap smear.

3.2. Patient Selection
• All patients should be checked by a gynecologist.
• 1470 nm diode laser vaginal treatment is recommended for women aged 20-70, in order to
remodel the exterior layer cells in the vagina and to improve hydration. FemiFine treatment is
recommended, per physician's discretion, for women who suffer from involuntary leakage of
urine (SUI) in response to abdominal pressure, usually as a consequence of mild to moderate
pelvic support structural damage. Such patients usually report leakage of urine with various
degrees of severity during activities that increase intra-abdominal pressure such as coughing,
sneezing, or heavy lifting.
• Patients suffering from GSM and Atrophy symptoms are considered for FemiFine treatment.
• Patients requiring vaginal tightening and mucosa regeneration.
• As with conventional laser surgery, there is no guarantee that treatment with the 1470 nm diode
laser will eliminate any disease entity. Repeat treatment or subsequent alternative therapies may
be required.

3.3. Main Contraindications
• Patients taking medication which cause photosensitivity
• Patients with active vaginal infection
• Patients with diagnosed collagen diseases
• Patients with active urinary infection (SUI only)
• Pregnancy
• Patients with gynecological or oncologic pathologies
• Patients with herpes viral infection
• Patients undergoing chronic corticoid therapies
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3.4. Pre-Treatment Recommendations
• Prophylactic oral antiviral agents, helpful for the prevention of herpes simplex virus
• Topical cleaning of mucus secretions in the treated area with a gauze sponge

3.5. Required Materials
• Anti-viral prophylactic
• Topical cleanser

3.6. Specific Precautions, Recommendations, and Warnings
• Coat the handpiece with oil for easy insertion.
• Proper pre- and post-operative management must be exercised.
• Begin with low to moderate energy settings and short application times until the clinical effect
can be judged (see Figure 5).
• If the patient feels comfortable during the treatment at the above settings, energy may be
increased according to the surgeon's discretion.

Figure 5. FemiFine Preset Screen – diffused fiber

4.

Treatment Procedure

4.1. Handpiece Technique
• Treatment mode: the area where the FemiFine handpiece is positioned is treated with repeat
laser pulses
• Multiple passes: the treatment can be administered in multiple passes according to the surgeon's
discretion.
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4.2. Treatment Protocols
4.2.1. Treatment Protocol
Follow the FemiFine treatment protocol as described below:
1) Clean the treated area with a gauze sponge to remove excess mucus.
2) Make sure that the surgeon and all medical staff inside the enclosed treatment room wear
appropriate eye protection. The safety eyewear should be rated with an optical density of OD > 7
and labeled for 1470 nm wavelength.
3) Remove the clean FemiFine handpiece and reusable glass from their package (initially arrive clean
and ready for use)
4) Connect the handpiece and reusable glass.
5) Insert the radial fiber/diffused fiber into the FemiFine handpiece until the distal end of the
handpiece (as shown in Figures 6 & 7)

Figure 6. Fiber initial position in FemiFine Handpiece

Figure 7. Handpiece Orientation
6) Lubricate the handpiece glass with oil.
7) Adhere to the power and energy level guidelines in section 4.3.
8) Total energy per treatment should be about 550 J (amount energy used can be seen on the screen).
After 550 J the doctor shall decide whether to continue the treatment.
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Warning
Do not apply pressure when inserting the handpiece.

9) Insert the handpiece until the end of the vagina, as shown in Figure 7.
10) Trigger a laser pulse by pressing the footswitch.
11) Activate the laser, following the recommended settings.
12) Keep the FemiFine handpiece in a static position. Pull the fiber backwards (until reaching the
introitus) and forwards throughout the vaginal canal.
a) Whether radial or diffused fiber, keep the FemiFine handpiece in a static position. Move the
fiber based with every indication sound as instructed in the "Recommended Setup
Parameters" section (4.3). 0.5 centimeter (radial fiber, distance between marks is one
centimeter) or one-centimeter (diffused) intervals while triggering the laser (as described in
the above step) until the handpiece reaches the introitus.
b) Reduce energy when reaching the introitus, then move the fiber forwards throughout the
vaginal canal.
c) See indication marks for radial fiber (Figure 8) and Diffused fiber (Figure 9).

Figure 8. Follow the marks on the radial fiber

Figure 9. Follow the marks on the diffused fiber
13) When treating patients for SUI symptoms, lasing should focus on the distal vaginal canal area
supporting the urinary bladder.
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Warning
Lasing in the introitus may cause pain. Do not treat the last centimeter of the vagina. Once
you reach the entrance to the vagina, it is recommended to stop the treatment.

14) Repeat the entire process at least three times. More passes can be done at the physician’s
discretion.
Note
Increase the power only if necessary.

Warning – Recommended setup only

4.3. Recommended Setup Parameters
Fiber

Energy
[mJ/Pixel]

Laser
Mode [sec]

Power

# of Passes

SUI & LVT

Radial

Up to 550

Repeat 2s Ton & 1s T off

2-3 watt

5-6

SUI & LVT

Diffused

Up to 550

Repeat 1s Ton & 1s T off

10-12 watt

5-6

Application

Adhere to the following power and energy level guidelines:
1) Radial Fiber
a) Set up the Laser to Repeat Mode 2 sec on 1 sec off, start with low power (2-3W) and check
that the patient doesn’t experience any pain.
b) If there is no pain, increase the power. This will allow for a shorter treatment.
2) Diffused Fiber
a) Start with power of 10W and check that the patient doesn’t have any pain.
b) If there is no pain, increase the power can be increased up to 12W. This will allow for a
shorter treatment.
3) Total energy per treatment should be about 550 J (amount energy used can be seen on the
screen). After 550 J the doctor shall decide whether to continue the treatment.
4) It is recommended to stop the first treatment after 550 J.
5) Work in repeat mode and move the handpiece forward and backward according to the marks on
the fiber.
6) Decrease the power Level when approach the Introitus.

4.4. Post Treatment Protocol
1) Following the treatment, gently clean the treated area of any tissue fragments with a gauze sponge
and follow post-op care guidelines.
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2) If there are adverse effects on the vaginal mucosa (such as excessive bleeding or swelling), either
change the pulse mode or reduce the fluence.

4.5. Handpiece Cleaning
Note
The disposable Glass Tip comes clean.
1) No water should enter into the Glass Tube. Place the sealing nut (Figure 11) on the glass tube
proximal end (Figure 12) before cleaning.

Figure 11. Sealing nut

Figure 12. Reusable glass

2) To clean the FemiFine handpiece and reusable glass, rinse it well with tap water and then dry with
a fresh, lint-free gauze.
3) To disinfect the FemiFine handpiece and reusable glass, wash it with any enzymatic liquid and
then rinse it with tap water.
4) Any liquid sterilizing agent can be used.
5) If required, the FemiFine handpiece can go through autoclave sterilization

5.

Follow-Up Sessions

Two follow-up sessions should be performed after the initial treatment.
Collagen production cycle is six months. Therefore, for patients who demonstrate satisfactory results,
it is recommended to allow a maximum of 60 days between treatments. However, for patients who do
not experience positive effects, allow an interval of 30 days between treatments.
A fourth session after one year may be necessary for maintenance purposes, if recommended by the
physician.
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