
 

 

 

 

 

PAMG - 1 

 

The “AmniSure” testing kit 

 

Introduction 

 

PAMG-1 (placental a-1 microglobulin) protein is present in high levels in the amniotic 

fluid of pregnant women.  

 

Testing for this protein is the current best non-invasive method for testing for preterm 

premature rupture of membranes (PPROM). 
 

It has a sensitivity of 96 % and specificity of 98.9 % for amniotic fluid. 

 



History 

 

Traditionally the presence of amniotic fluid leakage was uncertainly confirmed by: 

 

● An alkaline pH of the cervicovaginal discharge, demonstrated by seeing whether 

 the discharge turned yellow nitrazine paper to blue (i.e. the nitrazine test). 

 

♥ The pH of the vaginal secretions is generally 4.5-6.0, whereas amniotic 

 fluid usually has a pH of 7.1-7.3. 

 

● Evidence “ferning” (i.e. microscopic crystallization) of the cervicovaginal 

 discharge on drying. 

 

● Alpha-fetoprotein (AFP) 

 

● Evidence of diminished amniotic fluid volume on ultrasound examination.  

 

None of these investigations however were very reliable, with low sensitivities and 

specificities.  

 

Today testing is done for the amniotic fluid protein PAMG-1 

 

PAMG-1 was first isolated from amniotic fluid in 1975.  

 

Physiology 

 

PAMG-1, is a 34-k Da placental glycoprotein.  

 

It is abundant in amniotic fluid (2000-25,000 ng/mL) but is present in far lower 

concentrations in maternal blood (5-25 ng/mL).  

 

The protein is in even lower concentrations in cervicovaginal secretions in the absence of 

ruptured membranes (0.05-0.2 ng/mL).  

 

This 1000 - 10,000 fold difference in concentration between amniotic fluid and 

cervicovaginal secretions makes PAMG-1 a very attractive marker for preterm PROM 

 

Indications for Testing  

 

For the confirmation of suspected rupture of membranes.  

 

The AmniSure Kit: 

 

A commercially available kit – “AmniSure” is available for the detection of PAMG-1. 

 

Advantages of this test include: 

 

1. Ease of use  



 

2. The minimum detection threshold of the “AmniSure” immunoassay is 5 ng/mL, 

 which is sensitive to detect preterm PROM with great accuracy. 

 

● The “AmniSure” PAMG-1 immunoassay is approximately 99% accurate 

 in diagnosing rupture of fetal membranes. 

 

3. It does not require a speculum examination 

 

4. It can be used at any gestational age.  

 

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

 

The kit contains 3 components: 

 

1. Sterile polyester swab 

 

2. Plastic vial with solvent 

 

3. Test strip 

 

Procedure for Testing 

 

Perform the test as follows: 

 

1. Remove swab from packaging using care to not touch anything prior to insertion 

 into the vagina. 

 

2. Collect a sample of vaginal secretions using the sterile swab provided in kit.  

 

 ● The test strip should remain in its sealed pack until just prior to use.  

 

3. With patient lying on back, hold swab in middle of stick and carefully insert 

 polyester tip of the swab into vagina until the fingers contact the skin no more 

 than 5-7 cm deep. 

 

 ● Withdraw the swab after 1 minute.  

 

4. Give sharp tap to the vial to ensure all liquid in vial is at the bottom, then open it.  

 

5. Submerge the swab in the vial of solvent provided for 1 minute and agitate by 

 rotating the  swab, clockwise and anticlockwise, then dispose of the swab.  

 

 ● Test the patient sample as soon as possible after collection.  

 

6. Tear open foil pouch at the tear notches and remove AmniSure test strip 

 

 ● Dip the white end of strip (↓↓↓) into the vial of solvent 



 

7. Allow the test strip to remain in the vial for up to 10 minutes, unless 2 lines 

 become clearly visible. 

 

● Strong leakage of amniotic fluid leak will make results visible after 5 

 minutes, while a small leak may take longer (up to 10 minutes).    

 

8. Read the results by placing the strip on a clean, dry flat surface: 

 

 ● Results should be read within 15 minutes. 

 

Interpretation: 

 

 

Note that the darkness of the lines may vary.  

 

The test is valid even if the lines are faint or uneven  

 

Do not try to interpret the test result based on the 

darkness or lightness of the line, (it is either there or it 

isn’t). 

 

The results obtained are qualitative only, and so no 

quantitative interpretation can be made on the result.     

 

 

 

 

 

 

 



False Positives 

 

Positives may occur when:  

 

1. There is gross contamination of blood on the swab.  

 

2. A digital/speculum examination has occurred prior to sample collection 

 

False Negatives 

 

False negatives may occur when: 

 

1. A sample is collected 12 hours or longer after rupture: 

 

● This may occur due to the obstruction of the fetus or a resealing of the 

 amniotic sac. 

 

2. The fetus causes an obstruction of the rupture  

 

3. Placenta previa 

 

4. Intermittent leakage with minimal residual fluid. 
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