AmniSure
A reliable, rapid and non-invasive test for Rupture Of [fetal] Membranes



OVERVIEW
AmniSure is a new diagnostic device developed by N-Dia, Inc. that solves a long-standing problem in obstetric practice - diagnosis of ruptured fetal membranes (ROM). ROM occurs in about one out of ten women and constitutes the major factor of pre-and post-natal complications. In the U.S., at least 30% of pregnant women are checked for ROM during pregnancy. 

If the rupture of the amniotic sac that results in the leakage of the fluid is not detected and treated in a timely and accurate manner (within 24 hours from the occurrence of the rupture), infection and other serious complications for the neonate and the mother may occur. Diagnosis of ruptured fetal membranes is of crucial importance at any term in a pregnancy for prompt hospitalization and for timely and proper treatment
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FDA Cleared

Specific, simple, convenient and reliable test, which allows rapid and accurate detection of fetal membranes rupture

Detects tiny amounts of amniotic fluid in vaginal secretions 

No need for speculum examination, additional re-agents or equipment

Results can be evaluated visually 

Reliable aid for physicians, the test can also be performed by nurses and midwives
Specific Features and Advantages

· SIMPLE PROCEDURE - No need for speculum examination, additional reagents or equipment and the result can be evaluated visually 

· ONE SHORT INCUBATION - Produces quick -- within 5-10 minutes 

· MONOCLONAL ANTIBODIES - New generation device employing immunochromatographic method 

ONE TEST - In trials, AmniSure® correlated with the clinical diagnosis obtained through the combined usage of three routinely used tests (Nitrazine, Ferning, and Pooling
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	Test Strip (dispstick) before use


Positive result: fetal membrane rupture is detected

Negative result: no fetal membrane rupture 


The timely and accurate diagnosis of rupture of fetal membranes (ROM) is crucial since the ROM may be associated with serious neonatal and maternal consequences. Failure to identify ROM can result in the failure to implement salutary obstetric measures. Conversely, the false diagnosis of membranes rupture can lead to inappropriate interventions (e.g., hospitalization or induction of labor). Therefore the correct and timely diagnosis of ROM is of crucial importance for the clinician. Accurate diagnosis of fetal membranes rupture, however, remains a frequent clinical problem in obstetrics.

Currently available tests are to some degree invasive, requiring sample-collection methods such as speculum examination.

AmniSure is a rapid non-invasive strip test that can detect ROM, providing easy-to-interpret and timely diagnosis so that measures can be taken in a timely manner to prevent complications.

Diagnosis of ruptured fetal membranes is of crucial importance at any term in a pregnancy for prompt hospitalization and for timely and proper treatment. AmniSure® detects trace amounts of PAMG-1, one of the amniotic fluid proteins that appear in vaginal secretion after the membrane ruptures. With intact fetal membranes, the test does not normally detect PAMG-1, due to its low background concentration.

The AmniSure assay does not require speculum examination. The sample is taken by sterile swab only, inserted 2-3 inches deep. The clear yes/no result can be read in 5-10 minutes.

Materials:

· AmniSure ROM Kit in foil pouch with desiccant (FMRT-1-25 for 25 test kit; FMRT-1-10 for 10 test kit)

· Sterile polyester swab (supplied in kit)

· Plastic vial with solvent (supplied in kit; contains 0.9% sodium chloride, 0.01% triton x 100, 0.01 NaN3)

· NIST Traceable Timer and Sample Rack (not supplied by manufacturer)

Specimen Requirements and patient preparation:
· Position patient flat on back. 

·    Open AmniSure kit, remove and label blue capped solvent vial with patient information.

·    Holding solvent vial by cap, shake well to ensure all liquid in vial is on bottom of vial.

·    Open vial and place into sponge rack to keep vertical.

·    Remove swab from packaging using care not to touch anything prior to insertion into vagina.

·    Collect sample of vaginal secretions using sterile vaginal swab provided in kit.

·    Collect sample from surface of vagina, holding swab in the middle of the stick while patient is lying flat on back.

·    Carefully insert the polyester tip of the swab into the vagina until fingers contact the skin no more than 2-3 inches (5-7 cm) deep.

·    Withdraw the swab after 1 minute.

·    Place the tip of the polyester swab with patient sample into the labeled, prepared vial and rinse in the solvent by rotating for 1 minute. 

·    Remove and dispose of the swab according to standard precautions.

·    Place the cap on the vial and send specimen to lab promptly.

· The sample must be tested within 30 minutes of collection, if specimen is stored at room temperature.

· If absolutely necessary, the sample may be held in the refrigerator (+4°C) by the lab for up to six (6) hours.

NOTE:  Until the diagnosis of membrane rupture is excluded, avoid digital cervical examination to prevent infection and shorten the latency period.

Storage Requirements:

· Store kits in dry location at room temperature 4-20 °C (40-68°F)

· Kits may be used until printed expiration date.

· Once AmniSure Test Strip is removed from foil pouch, it must be used within 6 hours.

Inaccurate results can occur if:

· Presence of blood is collected with the swab.

· In very rare cases when a sample is taken 12 hours or later after a rupture, a false negative result may occur due to the obstruction of fetus or resealing of the amniotic sac.

· Used earlier than 6 hours after the removal of any disinfectant solutions or medicines from the vagina.

·    Placenta previa and performing digital exams prior to sample collection. 
·    Interrupted leakage with minimal residual fluid.
Limitations:

· Operators must follow all directions carefully to get an accurate reading of the results.

· Each test is a single use disposable unit and cannot be reused.

· Test performance in patients without signs or symptoms of ROM is unknown.

· Results should always be used in conjunction with other clinical information.

· Women may labor spontaneously despite a negative test result.

· Vaginal infections or urine do not interfere with the results of the AmniSure test.

· The performance of AmniSure has not been established in the presence of the following contaminants: meconium, anti-fungal creams or suppositories, K-Y Jelly, Baby Powder (Starch and Talc), Replens, and Baby Oil.

· Studies have shown that there is no interference of sperm factor in results.

·    AmniSure test kit is for the in vitro detection of human amniotic fluid PAMG-1 protein in vaginal secretion of pregnant women.  The test should be used to evaluate patients with clinical signs/symptoms suggestive of fetal membranes rupture.

Hazards:

·    Kit contents are for in vitro diagnostic use.

· Do not use kit contents after the expiration date printed on the outside of the kit.

· Do not use test strips if bent or damaged.

· Use appropriate precautions in the collection, handling, storage and disposal of the patient samples and used kit contents. Discard used materials in proper biohazard container.

· The test strip should remain sealed in foil pouch until just prior to use. (must use within 6 hours)

·    Proper testing protocol must be followed to obtain accurate results

Frequently Asked Questions about AmniSure
Q: What is AmniSure® and how can it help? 

AmniSure® is a rapid (5-10 minutes) strip test developed by N-Dia, Inc. that can detect a rupture of the fetal membranes (ROM). ROM presents the risks of infection, fetal distress, prolapse of the umbilical cord, postnatal endometritis and abruptio placenta. It may be the cause of premature delivery. All these consequences increase the chances of fetal and maternal morbidity and mortality. AmniSure® makes it possible to diagnose ROM in a timely and accurate manner, so that appropriate measures can be taken.

Q: Under what conditions and when is the use of AmniSure® recommended? 

The test is for use by health care professionals to aid in the detection of fetal membranes rupture in pregnant women, when they report signs, symptoms or complaints suggestive of such a rupture. AmniSure® should be used in sites or by qualified personnel (physicians, certified nurse midwives, or labor and delivery nurse certified to evaluate ROM) similar to those of clinical trials that were performed on the product. AmniSure® can therefore be used in a variety of settings from OB/GYN clinics and doctors' offices to outpatient clinics and labor admitting rooms. 

Q: How does the test work?

AmniSure® is a one-step immunochromatographic device. The test is based on the use of a pair of specifically selected monoclonal antibodies that detect even a minimum amount of the amniotic fluid protein (PAMG-1), which is present in cervico-vaginal secretions after the rupture of the fetal membrane. To minimize the frequency of the false results, an additional monoclonal antibody against PAMG-1 is also employed to set up a predefined level of sensitivity of the test. During the test procedure, PAMG-1 from the sample sequentially binds to a monoclonal antibody conjugated with the label particles, and then to two other antibodies, immobilized on an insoluble carrier.

Q: What is PAMG-1?

PAMG-1 is a protein expressed by the cells of the decidual part of placenta. During pregnancy, PAMG-1 is secreted into the amniotic fluid. 

Q: What is the benefit of PAMG-1 over other antigens? 

PAMG-1 was selected as a marker of fetal membrane rupture due to its unique characteristics, i.e., its extremely low background level measured in cervico-vaginal secretions using selected pair of antibodies when the fetal membranes are intact. 

Q: How accurate is the result?

In clinical trials, one AmniSure® test correlated with clinical diagnosis obtained through the combined usage of three other routinely used tests (Nitrazine, Ferning and Pooling). Simplicity of the test provides for equally accurate results when the test is conducted in OB/GYN clinics and exam rooms. The diagnostic accuracy of the AmniSure® test relies on the sensitivity threshold, which is set at the low level of 5 ng/ml (while the background cervico-vaginal concentration of PAMG-1 is only 0.05-0.25 ng/ml). 

Q: Is a false result possible?

A false positive result may occur in the case of bleeding in a woman with a pathological pregnancy. Conducting the test when there is a discharge of blood is not recommended. The result may turn out false negative when the sample is taken 12 or more hours after a presumed fetal membrane rupture has occurred. If there is suspicion for such scenario, other clinically available means of testing for ROM are suggested.

Q: Will medical treatments affect the results of the test?

Yes. AmniSure® should not be used within 6 hours after the removal of any disinfectant solutions or medicines from the vagina.

Q: How should AmniSure® test kit be stored?

The kit must be stored in a dry place at 40°F to 75°F (+4°C to +24°C). It must not be frozen.  

Q: How should the AmniSure® test kit be used?

It must not be used after the expiration date stamped on the product. AmniSure® must be used within 6 hours after opening. The test kit components must not be reused. 

In most facilities that implement the AmniSure® ROM Test, POC/Lab takes an active role in assuring quality control of incoming test shipments and subsequent testing. Each lab creates their set of documents for that purpose.

Clinicians On AmniSure
"I have not had a single case where I was concerned about the accuracy of the test. Every time it has been used; it seems to give the correct result....AmniSure® seems to have promise to become the next gold standard for the diagnosis of rupture of membranes."
The advantage of this [AmniSure®] test; [is that] it is much more objective, and also there is an enormous distinction between the concentration of this protein in the amniotic fluid, and the cervical vaginal discharge. The difference is about 1,000 to 10,000 fold, so that even a small leakage of amniotic fluid into the vagina will cause a large amount of this protein to be present."
Research Article

Am J Perinatol. 2005 Aug;22(6):317-20.


AmniSure placental alpha microglobulin-1 rapid immunoassay versus standard diagnostic methods for detection of rupture of membranes.

Cousins LM, Smok DP, Lovett SM, Poeltler DM.

Sharp Mary Birch Hospital for Women, San Diego, California 92123, USA.

The purpose of this study was to compare the AmniSure rapid immunoassay with standard methods for diagnosing rupture of fetal membranes. Patients presenting with signs/symptoms of membrane rupture between 15 and 42 weeks of gestation were invited to participate. Standard/control methods were performed to establish a diagnosis and compare it with AmniSure results. AmniSure performance metrics and their 95% confidence intervals were calculated. A total of 203 patients agreed to participate. Discrepancies between the control method and AmniSure were noted in seven cases. In these cases, true positives and negatives were determined by retesting with the control method and AmniSure and by noting sonographic evidence of low amniotic fluid. In the final analysis, the AmniSure diagnostic test demonstrated a sensitivity of 98.9%, specificity of 100%, positive predictive value of 100%, and a negative predictive value of 99.1%. AmniSure is highly accurate in diagnosing fetal membrane rupture.

For more information visit the websites listed

Training Video

http://amnisure.com/us_training_video.htm
Powerpoint Presentation

http://amnisure.com/us_rom_education.htm
AmniSure (Rupture of amniotic membranes) Learning Assessment

Name:___________________________________

Date:_____________________



Please print

Unit:_________________________

Correctly, complete the statements using the words below:


Fifteen

one


three


five

ten




Rotating
false positive

false negative

swirling
indeterminate

1. The sterile swab provided in the kit must be allowed to remain in the vagina for _____ minute to adsorb any leaking fluid.

2. The presence of blood may cause a _________________ patient result.

3. The swab must be placed into the labeled prepared vial and rinsed in the solvent by __________ for one minute.

4. The white end of the test strip (marked with arrows) is dipped into the correct, labeled test vial and allowed to remain in the vial for no less than ________minutes or more than ________minutes.

5. Do not read or interpret test results after ___________minutes have passed since placing the strip into the vial.

Interpret the strips below: (Indeterminate, Positive, membrane rupture, Negative, no rupture)

            
[image: image4.png]




Interpretation:_____________________
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Interpretation:_____________________
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Interpretation:_____________________

Reviewed By:______________________________

Date:_______________________
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