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AlL-Sense

Self-test kit for identification
of amniotic fluid leakage

Before using the product, carefully read the leaflet in its entirety.

AL-Sense us a simple self-test intended for identifying possible leakage of amniotic fluid

The AL-Sense is recommended for use in the course of normal pregnancy or in a high risk pregnancy,
a leakage of amniotic fluid increases the risk of infection for the mother and for the fetus. The risk
of amniotic fluid leakage is higher than usual during the 48 hours after amniocentesis. If there is a
feeling of wetness that cannot be identified, or among women with a history of premature rupture of

membranes, AL-Sense changes color when it comes into contact with amniotic fluid
The AL-Sense changes colors when it comes in contact with fluid of pH level greater than or equal
to 6.5 units. Amniotic fluid pH levels are greater that 6.5

OPERATING PRINCIPAL

Attach the AL-Sense pad to your panties until wetness is felt, but not for more than 12 hours, and
carry on with your daily routine. When you feel a fluid leak, remove the pad and wait 10 minutes
then check if there is any color change (any intensity, of any shape, size or location) on the yellow
background. The color change can be partial or complete. If there is a green or blue color change on
the pad, there may be a leakage of amniotic fluid, or you may have a vaginal infection. Contact the
attending doctor or proceed to a hospital without delay

If the pad remains yellow, the fluid apparently a leakage of urine, a common occurrence during
pregnancy. Any amount, even the smallest, of leaking amniotic fluid will produce a noticeable blue or
green stain. For further diagnosis and medical care, report or show the results to your doctor.

The AL-Sense will help:
To identify the beginning of rupture of membranes before labor.
To identify amniotic fluid leakage during pregnancy.
To identify possible amniotic fluid leakage following amniocentesis
Insuch cases you must go to the hospital immediately.
This product is intended for the identification of amniotic fluid leakage; in any case you must report to
the attending doctor in order to complete the diagnosis and receive appropriate treatment.

PRODUCT PERFORMANCE

Trials have proven a sensitivity of 96% - 100%" and specificity of 86.8%.

The clinical diagnosis of amniotic fluid leakage performed in hospitals reached

a sensitivity of 97.6%.”
1. Bornstein J, Geva A, Salt |, Fait V, Schoenfeld A, Shoham HK, Sobel J. Nonintrusive
diagnosis of premature ruptured amniotic membranes using a novel polymer. Am J Perinatol. 2006
Aug; 23(6):351-4.
2. Bornstein J, Ohel G, Sorokin Y, Reape KZ, Shnaider O, Kessary Shoham H, Ophir E. Effectiveness of
anovel home-based testing device for the detection of rupture of membranes. Am J Perinatol. 2009
Jan;26(1):45-50.

INDICATIONS FOR USE

AL-Sense is intended for the identification of amniotic fluid leakage. For further diagnosis and medical
care, report or show the results of the test to yourdoctor

AL-Sense is intended for the identification of amniotic fluid leakage. For further diagnosis and medical
care, report or show the results of the test to your doctor

If you suspect that you have a vaginal infection, consult your doctor.

PRODUCT LIMITATIONS

Antibiotic treatment or vaginal infections (such as bacterial vaginosis or trichomoniasis) can cause
elevation of the pH level in the vagina, which may lead to a false-positive result of the test.

Ges

The AL-Sense package contains 3/50 testing pads and Directions for Use. Keep the AL-Sense package
closed and sealed and use the pad immediately after opening,

CONDITIONS FOR USE

In order to assure reliable results, do not use AL-Sense if one of your answers to the following
questions is positive:
1. Have less than 12 hours elapsed since you had sexual intercourse?
2. Have less than 12 hours elapsed since you performed vaginal douching?
3. Have less than 12 hours elapsed since a vaginal examination was
performed?
In any case of bleeding you must inform the attending doctor.
If there is a possibility of wetness/residual wetness following a shower, bath, etc, ignore any positive
results and retest, since water can interfere with the results. In case of sensitivity or irritation of the
skin in the area that comes into contact with the pad, stop using the pad and refer
to the attending doctor.

INSTRUCTIONS FOR USE

1. Tap water can interfere with the test - wash your hands and dry them well

2. Open the AL-Sense pad package. The pad has a light yellow detection strip.

3. Attach the pad to your panties (Fig. 1).

The light yellow detection strip should be placed just opposite the opening of the vagina. Use the pad
exactly as you would use any regular panty liner until you feel wetness but not for more than 12 hours.

Fig.1

Note: use the panty liner while sitting, standing or walking. Do not use the panty liner while
lying down.

When replacing the pad or after wetness sensation, remove the pad, wait 10 minutes and check if
there is a color change on the light yellow area of the pad

READING THE RESULTS OF THE TEST
After you feel wetness remove the pad, wait 10 minutes and check if it has a color change (Fig. 2). Read

the results in a well lit place. A uniform yellow color (Fig. 3) indicates that there has not been a leakage
of amniotic fluid. A green or blue color change (Fig. 2) indicates a leakage.

Fig.2 Fig 3

LEGEND

A uniform yellow color indicates that there has not been a leakage of amniotic fluid. If wetness was
felt, it may have been due to a leakage of urine. If the pad changed color to blue or green (of any
intensity, partial or complete), in any size, shape or location, the fluid that leaked was apparently
amniotic fluid. The color change may appear dim and can be darker in some areas along the edge of
the yellow strip. In any case, consult the attending doctor or proceed without delay to the hospital

Important: The detection strip may also turn blue or green if you have a vaginal infection. If the
detection strip turns blue or green, you must consult your doctor.

If the pad did not change color (remained yellow), the source of the wetness is apparently not amniotic
fluid. If you continue to feel vaginal wetness, use another pad and repeat the test or contact your
health care professional

PRESENTING THE RESULTS TO THE DOCTOR

In case of positive results notify the doctor. A change of color due to amniotic fluid remains stable
for at least two hours. If you intend to show the results of the test to the doctor, bring the pad to
him within two hours

THISKIT IS NOT A SUBSTITUTE FOR CONSULTING WITH THE DOCTOR

STORAGE

The product should be stored in a dry place at room temperature. Keep the
AL-Sense package closed until use. Pay attention to the expiry date on the
AL-Sense package. In case of any doubt consult the pharmacist. Keep the
product out of the reach of children. For single use only.
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