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RAPID TEST FOR THE DETECTION OF AMNIOTIC FLUID LEAK

The AMNIOCHECK monitors continuously and reacts to any minute (100µl, microlitre) leak, it
is designed to detect minute leakage of amniotic fluid and differentiate it from urine and vaginal
discharge by indicating pH level.

POSITIVE RESULTS

NEGATIVE RESULTS

Amniotic fluid leakage

Urine or other vaginal discharge leakage
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AMNIOTIC FLUID LEAKAGE PROM, PPROM
PROM - PREMATURE RUPTURE OF MEMBRANES
In approximately 10% of pregnancies at term, the fetal membranes rupture before labor begins: 60% of these
women will labour spontaneously within 24 hours, over 91% within 48 hours, while 6% remains pregnant
beyond 96 hours.
Sometimes the amniotic sac may develop a tear or rupture before full term causing Premature Rupture of
Membranes (PROM), leading to ‘abnormal’ amniotic fluid leak from the vagina (as the PROM isn’t coinciding
with the labour).
This leakage may lead to further complications for the growth of the fetus, as it may hamper the growth of the
fetus and may cause bacterial infection to spread from the vagina to the uterus and consequently to the fetus,
particularly Chorioamnionitis*.

PPROM - PRETERM PREMATURE RUPTURE OF MEMBRANE
PROM that occurs before 37 weeks is known as PPROM. Compared to PROM, preterm PROM is more rare and
difficult to manage. The condition has been cited as a cause in as many as 20% of perinatal deaths.

PROM & PPROM Overview:

(PROM)

(PPROM)

Premature
Rupture of Membranes

Preterm Premature
Rupture of Membranes

Rupture of the membranes
(amniotic sac) and leakage of amniotic
fluid before labor begins.

PPROM is the rupture of membranes
before 37 weeks of gestation.

Occurs in 10% of pregnant women
& is responsible for 25- 30%
of premature births

Occurs in 3 % of pregnancies
& is responsible for 1/3
of preterm births

OUTCOME IS GUSHING OR LEAKING OF THE AMNIOTIC FLUID.
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PROLONGED RUPTURED OF MEMBRANES
Prolonged PROM refers to PROM greater than 18-24 hours, and is associated with an increased risk of
ascending infection.
According to the CDC (Centre of Disease Control) and NHS guidelines, the defined time window of possible
development of infection as result of prolonged rupture of membrane is 24 hours.

AMNIOTIC FLUID LEAK COMPLICATIONS
PROM complicates 5-10% of pregnancies and it is associated with an increase in perinatal morbidity and
mortality, premature birth, respiratory distress syndrome and infection in the neonate. The mother is also
at increased risk of developing infection, particularly Chorioamnionitis*. This is the reason why an accurate
diagnosis is critical to both long-term and short-term health and survival for the fetus. In particular, diagnosis
facilitates the commencement of appropriate antibiotic therapy, reducing both maternal and fetal morbidity.

OUTCOMES OF PROM
Diagnosis of PROM is very important for a proper management of the pregnancy, a delayed diagnosis and
treatment increases the morbidity for both mother and fetus.
PROM Complications:
Maternal

Fetal/neonatal

Infection

Preterm birth

Chorioamnionitis*

respiratory distress syndrome (RDS)

Preterm labor

Fetal distress

Placental abruption

Neonatal sepsis

* Chorioamnionitis: acute inflammation
of the membranes & chorion of placenta,
from ascending polymicrobial bacterial
infection due to ruptured membranes.
Chorioamnionitis is observed in 15–30% of
women with prolonged premature rupture
of membranes (PPROM) and is responsible
for 3–20% of neonatal deaths.

Foetal death

On the other hand, a false-positive PROM diagnosis can lead to unnecessary obstetrical interventions including
admission, administration of medications and even induction.
Cost of diagnosis
In 40-47% of patients presenting with suspicion of rupture of membranes, obvious leakage from the cervix
cannot be visualized and the diagnosis becomes difficult to confirm or rule out. Traditional methodologies,
including nitrazine, ferning, pooling and ultrasound, alone or in combination with one another, have proven
inaccurate in non-obvious cases.
Cost of an incorrect diagnosis
In the absence of an accurate test to diagnose or rule out rupture of membranes, the patient is at a greater
risk for not receiving the necessary interventions, including appropriate use of steroids. Failure to implement
salutary measures can have both significant medical and financial implications for the payer, the mother
and fetus, as well as for the hospital and the obstetrician. Conversely, a false positive diagnosis can lead to
unnecessary hospitalizations and induction of labor.
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URINE LEAKAGE DURING PREGNANCY
During pregnancy, many women experience at least some degree of urinary incontinence, which is the
involuntary (uncontrolled) loss of urine. At least 30-40 % of women experience some degree of urinary leakage
during pregnancy. These number increased with gestational age / progression of pregnancy: the prevalence of
urinary incontinence before, during and after pregnancy is 3.6%, 40%, and 14.6%, respectively.
The incontinence may be mild and infrequent for some pregnant women, but it can be more severe for others.
The kind of incontinence experienced during pregnancy is usually Stress Incontinence (SI), which is the loss
of urine caused by increased pressure on the bladder: around the fortieth week of pregnancy, the womb
presses down on the bladder and reduce it volume to such an extent that frequently the woman releases urine
involuntarily.

FETUS PRESSING
ON BLADDER

AMNIOTIC FLUID LEAKS AND URINARY INCONTINENCE
As the pregnancy duration develops there is a higher chance of a fluid leak, especially after week 36 (in a
healthy pregnancy).
The pregnant woman feels wetness, which could be caused by either or a combination of the following:

• A Spontaneous Rupture of Membranes (SROM) and amniotic fluid starts leaking from the vagina;
• Urinary incontinence
In addition to this above, the levels of vaginal discharge increase greatly in pregnancy.
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CURRENT PROCEDURES TO DETECT AMNIOTIC FLUID LEAKAGE
The optimal method for diagnosing Amniotic Fluid Leak is still controversial. The diagnosis of PROM is difficult
when:

• The fluid leak is small
• If there is spotting
• The fluid leak is non-continuous
• When the classic ‘‘gush of fluid’’ does not occur
DIAGNOSTIC APPROACHES - PROM
PROM is currently diagnosed through the methods listed in the table below:

METHODS

LIMITATIONS

Speculum
Examination

Can be operate only be a professional medical staff, invasive, non-specific, limited
accuracy, momentary test.

Ferning Test –
Microscopic
Techniques

Can be operate only be a professional medical staff, invasive, limited accuracy due to
contaminations with fingerprints, semen and cervical mucus, momentary test.

Nitrazine Ph
Test

Can be operate only be a professional medical staff, invasive, need color scale, should
be read immediately after performing the test, False-positive results may be caused by
cervicitis, vaginitis, alkaline urine, blood, semen, or antiseptics, momentary test.

Immunoassays

Can be operate only be a professional medical staff, invasive, expensive, momentary test.

Ultrasound

Not a reliable screening test if used alone, can be operate only be a professional medical
staff, momentary test.

Amnio-Dye
Infusion

Can be operate only be a professional medical staff (ultrasound guide), accurate, but
highly invasive (requires amniocentesis). Expensive.

All the methods above mentioned are not reliable, not simple, not continuous, invasive, with side effects and
cost-effective.
The solution is: AMIONCHECK
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AMNIOCHECK

0483

Available in the following formats:
- pack containing 5 panty liners (Home Use)
- pack containing 30 panty liners (Professional Use)
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THE NEED
The amniotic fluid leakage is one of the major cause of stress among pregnant women who feel wetness. This
sensation, caused by amniotic leak, could be interpreted as urine, without visiting the hospital (potential great
harm to both the mother and fetus).
Over 20% of pregnant women report to the hospital as they feel wetness. 50% are sent home as this wetness
was due to urine.
Feeling of wetness, due to urinary incontinence and vaginal discharge is common and repeating situation
during pregnancy.

THE SOLUTION: AMNIOCHECK
AMNIOCHECK is a testing Panty-Liner. This device comprises a regular panty-liner and a unique yellow
indicator strip. The indicator is spayed on the transfer layer and incorporated into the panty-liner.
When the indicator comes in contact with amniotic fluid, the user will observe a blue or green stain on the
yellow background.
Stains will appear within 15 min from amniotic fluid contact and liner removal.
The AMNIOCHECK monitors continuously and reacts to any small minute (100µl) leak, a feature not offered
by any other product for hospital or home use.

CONTINUOUSLY TESTING
In some women, leakage of amniotic fluid is not continuous, but occurs intermittently.
Wearing AMNIOCHECK Liner until vaginal wetness is sensed gives the amniotic fluid leakage, even if
intermittent, a chance for sufficient fluid to come into contact with the indicator.
Continuous exposure of vaginal fluid to the AMNIOCHECK can detect intermittent amniotic fluid leakage that
may be missed by one-time spot checking, (as is the case with most tests used for the diagnosis of ruptured
membranes).

ADVANTAGES OF PROLONGED MONITORING
Amniotic Fluid Leakage may have a very small volume and may be “missed” in momentary examinations.
AMNIOCHECK’s ability to detect even minimal amniotic fluid volumes over a prolonged period of time,
may assist in avoiding missing / not diagnosing amniotic fluid leakage and prevents sending the woman with
amniotic fluid leakage home.
Misdiagnosis of amniotic leaks may lead to prenatal morbidity and mortality as well as maternal complications
such as:

• Respiratory distress syndrome
• Fetal neurologic impairment
• Fetal and maternal sepsis or death
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WHO ARE THE INTENDED USERS?

• Pregnant women at home:
To distinguish between amniotic fluid leakage and urine leak caused by pressure on the bladder.

• Gynecologists’ clinics or Delivery rooms:
For amniotic fluid leakage screening or verification, especially for non-continuous leakage.

AMNIOCHECK – USER INSTRUCTIONS

Wear the Panty Liner
Attach the panty liner to the underwear. The pale yellow indicator strip
should sit directly against the vagina. Wear the panty liner as a normal
panty liner till wetness sensation is felt (do not exceed 12 hours).

Test Panty Liner
At the first sense of vaginal wetness, remove the panty liner and wait up
to 15 minutes and check for a colour change on the panty liner.

AMNIOCHECK – READING THE RESULTS

POSITIVE RESULTS

NEGATIVE RESULTS

color stain option

color stain option

If there is a color change, partial or complete,
to blue or green (any intensity), in any size, shape or location,
on the panty liner, the fluid leak is probably amniotic fluid.

Urine leak
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AMNIOCHECK – NO COLOUR CHANGE WITH URINE
AMNIOCHECK detection panty liner is specific to vaginal fluid, and if contaminated with urine, in the range of
pH 5.5-7.0, will not give a positive result.
Combination of the chemical formulation and panty liner composition reduces interference from urine and
therefore increase specificity.

AMNIOCHECK LIMITATIONS
Water, douching, sexual intercourse in previous 12 hours, antibiotic therapy or vaginal infections (such as
bacterial vaginosis or trichomoniasis) can lead to an elevated vaginal pH level, which may result in a falsepositive test result for the presence of amniotic fluid.
The possibility of a vaginal infection may be evaluated using standard diagnostic procedures.
Can mask the result: Bleeding: spotting doesn’t affect the colour on the pad, but substantial bleeding can
mask the colour on the pad.
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AMNIOCHECK CLINICAL STUDIES

AMNIOCHECK - PIVOTAL CLINICAL STUDY
A clinical study was conducted in six medical centers, five in US and one in Israel. This study took place
between December 2016 and October 2017 in the following centres:
1. Charletta Ayers, MD – Rutgers University, Robert Wood Johnson Medical School, New Brunswick,
New Jersey, USA
2. Adanna C Ukazu, MD – Rutgers University, New Jersey Medical School Newark, New Jersey, USA
3. Daniel Guilfoil, MD - Drexel University, Hahnemann Hospital, Philadelphia, Pennsylvania, USA
4. Mark Gordon Martens, MD - Jersey Shore University Medical Center, Neptune, New Jersey, USA
5. Hugh Miller MD - WOMB, Tucson Medical Center, Tucson, Arizona, USA
6. Jacob Bornstein, MD - Western Galilee Hospital, Nahariya, Israel.

The study objective was to demonstrate that the AMNIO CHECK can indicate whether wetness sensed by
pregnant women is caused by amniotic fluid leakage rather than urinary incontinence.
The AMNIOCHECK result reading were compared to the “Standard Clinical Diagnosis” results:
1. Sterile speculum examination in cases of an obvious membrane rupture (evident by a vaginal pool or
obvious leakage of fluid from the cervix into the posterior fornix).
2. Microscopy Ferning Test.
3. pH test by pH paper.
A positive speculum exam, or a positive result in both: pH test and microscopy Ferning test, were defined as a
positive clinical diagnosis.
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SENSITIVITY AND SPECIFICITY OF AMNIOCHECK VS. THE FINAL CLINICAL DIAGNOSIS (N=232)
Patient Result by final clinical diagnosis

AMNIOCHECK

FINAL CLINICAL DIAGNOSIS

Frequency

Negative

Positive

126

3

129

4

99

103

130

102

232

Yellow
Blue/Green
Total

Overall

TOTAL

Sensitivity

Specificity

PPV

NPV

97.06%

96.92%

96.12%

97.67%

(99/102)

(126/130)

(99/103)

(126/129)

Overall agreement: 99.57% (231/232).

STUDY CONCLUSION
AMNIOCHECK is a highly sensitive, nonintrusive method to detect the presence of amniotic fluid.
False-positive results may occur in women with bacterial vaginosis or Trichomonas; however, this information
may also be useful for the management of the pregnancy.
AMNIOCHECK is suitable for use in the outpatient setting, as the results are easy to read and understand by
lay persons.
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AMNIOCHECK NICE EVALUATION

NICE EVIDENCES
The NICE institute (National Institute for Health and Care Excellence, UK) has positively evaluated in 2013 the
panty liners:
7. It is sufficiently accurate to exclude amniotic fluid leak as a cause of wetness in pregnancy and that its use in
the correct clinical setting would avoid unnecessary speculum examinations.
8. Its use in the community could generate cost savings and avoid the discomfort and inconvenience of
unnecessary speculum examinations in some pregnant women.
9. Its adoption, with appropriate changes to clinical practice in the community, should be encouraged.

SUMMARY
AMNIOCHECK in hospital set up provides higher standard of care while minimizing the risk of releasing
pregnant women with minute amniotic leakage. It is also reduces the gynecologist in shift work load.
AMNIOCHECK ensures that women with amniotic fluid leakage, including those who experienced “FalseAlarms”, will arrive in the hospital on time.
AMNIOCHECK, when available at home, ensures that the woman and the fetus are monitored and treated (in
case of positive results), thus reducing complications .
AMNIOCHECK helps in differential diagnosis from other vaginal wetness, mainly urinary incontinence and
vaginal discharge.
There are clear advantages of a non invasive, easy to use, amniotic leak detection kit readily available at
admission
prolonged sampling method: preventing misdiagnosis due to minute sampling by other devices
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