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ATTACHMENTS:



Attachment A:
Initial Competency for AmnioTest

Attachment B:
AmnioTest Quality Control Log

PURPOSE:
AmnioTest is a convenient swab screening system intended as an aid to detect small quantities of amniotic fluid in vaginal secretions, based on the difference in pH between vaginal secretions and amniotic fluid. The presence of amniotic fluid tends to elevate the pH of the upper vagina. It is used in conjunction with the Fern Test to help detect the rupture of amniotic membranes in pregnant women. Premature rupture of the membranes before onset of labor may lead to fetal infection and subsequent mortality. The risk is largely eliminated by induction of labor.

PRINCIPLE OF THE PROCEDURE:
A swab impregnated with nitrazine yellow dye is brought into contact with the upper vagina. The swab absorbs fluid associated with the tissue and the dye develops a color which correlates with the pH of the absorbed fluid over the range of pH 5.5 to pH 7.5.

Amniotic fluid has a neutral pH while the pH of the upper vagina is normally acidic. A pH of 6.5 or higher in the upper vagina is consistent with leakage of amniotic fluid.

QUALIFICATIONS:


1.0 Personnel:
1.1   
The following personnel are authorized to perform AmnioTest swab testing when trained and validated as competent: 

· Physicians (OB/GYN)

· Midwives 

1.2 
The Director of the Nurse Midwifery Practice will be responsible for the training and supervision of AmnioTest swab testing performed by the midwives.

1.3  The Chair of the OB/GYN department will be responsible for assuring compliance with the AmnioTest swab testing policy and procedure.

1.4
The Laboratory Point-of-Care Coordinator (or designee) will be responsible for the oversight of the Point-of-Care testing at each location within NBIMC.

2.0 Certification:
2.1 Documentation of policy and procedure review by the physicians / midwives performing the AmnioTest swab test.

2.2 Documentation of training performed by the Director of the Nurse Midwifery Practice, who is a certified trainer (See Attachment A).
POLICY:
1.0 AmnioTest swab testing is being made a part of the OB/GYN physicians’ credentialing process. As part of the credentialing process, any physician performing the test must be familiar with the policy and procedure.

2.0 The midwives and residents are required to perform, bi-annually, the CAP (College of American Pathologists) Proficiency testing. Testing will be performed by a different user each time a CAP sample is received.
3.0 Results are written in the patient’s chart by the practitioner performing the test. Date and time of test, test result, and initials of the person performing the test are included in the chart.

REAGENTS:
1.0 AmnioTest swab – disposable swabs impregnated with nitrazine yellow dye and packaged in individual sleeves.

· Swabs are sterilized by gamma radiation and are sterile until opened.

· Do not reuse swabs

· AmnioTest swabs intended for In Vitro use only.

· Do not use AmnioTest after expiry date on product label.

2.0 Storage – sleeves should be stored at room temperature (15 - 30°D). Product is stable until the expiry date on label when sealed in individual sleeves.
3.0 Pro-Lab Diagnostics Buffer Solution – 2 levels of buffers to show positive and negative results.

QUALITY CONTROL TESTING:
1.0 Two levels of quality control (QC) will be performed by Point of Care Coordinator or designee with every new shipment of AmnioTest or with each new lot number sent for lot-to-lot comparison. (See Attachment B).
2.0 2 levels of buffers with a known pH will be used to perform quality control testing to show the color reactions of the positive and negative results on the NitraTest paper. 

3.0 Procedure:
3.1 Remove one AmnioTest swab from its sleeve.

3.2 Wet the swab’s tip with 3-4 drops of buffer solution.

3.3 Immediately compare the color developed on the swab tip to the closest matching color on the AmnioTest Color card.

3.4 If the pH value written next to the color selected on the card corresponds to the pH of the buffer solution, then the swab is performing as expected.

3.5 If the AmnioTest swab does not produce the expected color reaction, repeat QC test with a fresh swab. 

3.6 If QC fails a second time, do not use the AmnioTest swab for patient testing. First check the pH of buffer used for QC with a pH meter. Do not use the remaining swabs in the kit if the QC is deemed accurate with the pH meter. 

SPECIMEN COLLECTION AND HANDLING:
1.0 Vaginal secretions from the posterior vaginal pool.

2.0 Do not touch the AmnioTest swab to the mucus plug in the cervix.

3.0 Test sample immediately after collection.

TESTING PROCEDURE:
1.0 Remove a swab from its protective sleeve. DO NOT touch the tip of the swab or allow it to come into contact with any liquid or other substance which might affect pH.

2.0 Use sterile exam gloves. No lubrication should be used on exam gloves.

3.0 Part the labia exposing the cervix and carefully insert the swab into the vagina. 
4.0 Do not allow the swab to come into contact with vaginal tissue during entry.

5.0 Allow first and only contact of the AmnioTest swab tip to occur with the upper vaginal tissue (posterior vaginal fornix and external cervical os).

6.0 Allow the tip to remain in contact with upper vaginal tissue for about 15 seconds.

7.0 Note the color and turbidity of the fluid. Document any possible contamination, which invalidates the test.

8.0 Immediately match the strip color with the closest color on the color chart. Avoid touching the chart. Clean with sani-cloth or bleach wipes if accidentally contaminated.

9.0 Record result in patient’s chart, with date, time and initials of the person performing the test.

REFERENCE RANGES:
1.0 Normal vaginal secretions have a pH of 4.5 – 6.0.

2.0 Amniotic fluid has a pH of 6.5 – 7.5. When membranes rupture, the amniotic fluid leaks into the vagina and raises the pH of the vaginal secretions.

INTERPRETATION:
1.0 Results:
Color Range                        Approx pH      

Interpretation
Yellow-Olive
          
           pH 5.0 – 6.0
           Negative for amniotic fluid

Olive-green to

pH 6.5 – 7.5 or higher
Positive for amniotic fluid

    Blue-black
2.0 Positive AmnioTest swab, Positive Pooling, and positive Fern test – probable membrane rupture.

3.0 Negative AmnioTest swab and positive Fern test – probable membrane rupture. Fern test has greater specificity.

4.0 Positive AmnioTest swab and negative Fern test – not diagnostic.

RESULT REPORTING:
1.0 The result is reported in the patient’s chart as:

· Negative for amniotic fluid, or

· Positive for amniotic fluid

2.0 Result must be accompanied by the initials of the person performing the test, and the date and time of test performance.

LIMITATIONS OF THE METHOD:
1.0 The PRO-LAB AmnioTest is designed to be used by qualified medical professionals and is intended as an aid to professional diagnosis.

2.0 AmnioTest can only indicate a change in pH value and should be used only as indicated in the test procedure described above.

3.0 Antibiotic therapy or infections of the vagina can lead to elevated vaginal pH resulting in a false interpretation of determining the presence of amniotic fluid.

4.0 Blood, mucous, alkaline antiseptics, vaginal infections and alkaline urine – may cause false positives for AmnioTest swab test results.

5.0 Possible presence of any of these contaminants makes test inaccurate and voids results.

6.0 The AmnioTest will be correlated to clinical presentation of the patient. If the result does not correlate to the patient’s symptoms, refer to physician for further evaluation.

PROFICIENCY TESTING PROCEDURE:
1.0 Proficiency testing is performed bi-annually through the College of American Pathologists (CAP). 

2.0 The blind samples sent will be rotated for testing by all the non-physician personnel certified to perform AmnioTest swab testing.

3.0 Personnel who performed the Proficiency survey and did not test correctly will be asked to perform testing on buffer solutions to verify competency.

4.0 Competency assessment of licensed physicians performing this test will be established and monitored by the credentialing process of the medical staff. 
INFECTION CONTROL:
Handle and dispose of all materials coming in contact with blood according to universal precautions. Any spills or leakage must be cleaned with a disinfectant (10% bleach).

SAFETY:
Sharps precautions must be utilized or followed at all times.

REFERENCES:
PRO-LAB Diagnostics AmnioTest Package Insert, Rev. 2001

ORIGINAL DATE:
May 2006
INITIATED BY:
Initiated by Nellie Gillman, POCC

REVISED DATE:
February 2012
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