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BARNARBAS HEALTH Department of Laboratories

Point of Care Policy & Procedures

Fern Test Policy and Procedure

IATTACHMENTS:

Attachment A: Fern Testing Certification of Competency

PURPOSE:

To provide instructions to perform the fern test which enables the provider to detect
premature leakage of amniotic fluid from fetal membranes in minimal time.

[QUALIFICATIONS

1.0 Personnel:

1.1 The following personnel are authorized to perform Fern testing when credentialed
as competent:

® Physicians (OB/GYN)
& Midwives

1.2 The Director of the Nurse Midwifery Practice will be responsible for the training and
supervision of Fern testing performed by the midwives.
13 The Chair of the OB/GYN department will be responsible for credentialing

physicians for fern testing.
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2.0 Certification:

2.1 Documentation of policy and procedure review by the physicians / midwives
performing Fern testing.

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 Fern testing is a part of the OB/GYN physicians’ credentialing process and is
monitored by the Chair of the OB/GYN department.
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2.0 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.

PRINCIPLE:

The fern test is based on the ability of amniotic fluid to form a fern pattern when air-dried
on a glass slide; this phenomenon in part is due to the fluid's protein and sodium
chloride content. A positive test shows the presence of fern-like patterns characteristic
of amniotic fluid crystals.

REAGENTS AND SUPPLIES;|

* No reagents required

Sterile vaginal speculum

Sterile cotton-tipped swab or pipette
Microscope slides
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Gloves

SPECIMEN:

A vaginal swab obtained from the posterior va
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ISPECIMEN COLLECTION AND HANDLING|

1.0 Standard precautions must be observed at all times when handling body fluids.
2.0 Position patient in the dorsal lithotomy position.

3.0 Avoid the use of any lubricants or antiseptics.

4.0 Place sterile speculum into vaginal vault.

5.0 Obtain a sample of vaginal secretions from the posterior vaginal pool, using a
sterile swab or pipette.

6.0 Be sure not to touch the mucus plug.
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7.0 Place fluid on glass slide, spreading specimen evenly so that a thin smear is
formed. Do not place a cover slip on the specimen.

8.0 Allow slide to air-dry. This will require about 5 minutes.

9.0 Do not apply heat.

TESTING PROCEDURE;

1.0 Examine the slide under low power (10X).

}
2.0 Look forf

positive.

3.0 Report results as either:

Fern Test positive for amniotic fluid
Fern Test negative for amniotic fluid

[

1.0 Record patient results in patient's chart with signature or initials of person
performing the test, date and iime of procedure.
LIMITATIONS OF THE METHOD]

False positive results may occur from specimens contaminated with blood, urine,
cervical mucus, soaps, or infection.

2.0 False negative results may occur from prolonged rupture of the membranes
(longer than 24 hours).

3.0 False negative results may occur if only a small volume of fluid has leaked.

[EXPECTED RESULTS:|

1.0 Depending on the gestational age, traces of amniotic fluid in vaginal secretions
may be non-detectable.

2.0 Cocaine actively increases myometrial contractile activity. Recent literature states
women with recent cocaine use present with ruptured membranes at an earlier
gestational age. However, their latency period between rupture of membranes and
delivery is longer than non-cocaine users.
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3.0 In pregnancy, bacterial vaginosis has been associated with premature birth,

premature rupture of membranes, and chorioamnionitis. In fact, Gardnerella
vaginalis is a common isolate in postpartum and postabortal fevers. It can cause
fatal and non-fatal septicemia and fetal scalp monitor infections in neonates.

IPROFICIENCY TESTING PROCEDURE]

1.0

2.0

3.0

4.0

Proficiency testing is provided by the University of Washington through an on-line
PPM competency challenge program, approved by CAP, the College of American
Pathologists.

Physicians and non-physicians who perform this test may participate in this
program, at the discretion of the Chair of the OB/GYN department.

The passing grade for this on-line program is 80%.

Incorrect results will be investigated and retraining performed if necessary.

MICROSCOPE PREVENTATIVE MAINTENANCE!

1.0

4.0

Proper care and preventative maintenance should be performed daily or after use

in order to ensure optimum performance.

A thorough bi-annual cleaning by a technical represe

ntative is required.

The microsconic maintenance will he nerformed concurrently with the labaratory

maintenance schedule, provided by an ouiside service
Maintenance procedure:

4 1 The microscope should be kept covered when not in use.
4.2 Keep surfaces free from dust.
4.3 Clean objective lenses, eyepieces and condenser daily, or after use.
e Use a high qulity lens paper that has been dampened with an
approved lense cleaner. Do not use Xylene or other chemicals.
e Dry lens paper can scratach the lenses
e DO NOT USE Kimwipes, commercial tissue, or gauze.
e The 10X and 45X objective must be kept oil-free at all times. Oil can
impose permanent damage to the objective.
e Preventive Maintenance is scheduled by lab administrator with
appropriate company twice a year.
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BARNABAS HEALTH

INFECTION CONTROL:|

Handle and dispose of all materials coming in contact with blood according to standard
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]

Fern Test CIOLA Guide to Simple Laboratory Testing, February 1998.

ORIGINAL DATE!]
October 2005

INITIATED BY:
Neliie Gillman, POCC

REVISED DATE!
February 2012
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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.

PPRINCIPLE 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
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.

1.0 Personnel:

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

® Physicians (OB/GYN)
e 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.

201 LYONS AVENUE AT OSBORNIE TERRACE @ NEWARK, NEW JERSEY 07112 B (973) 926-7000

Page 2 of 7



BARNARBAS HEALTH Department of Laboratories
Point of Care Policy & Procedures
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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).

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

PSP TR P R I S A M
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1.0 AmnioTest swab — disposable swabs impregnated with nitrazine yeliow dye and
packaged in individual sleeves.

e Swabs are sterilized by gamma radiation and are sterile until opened.
¢ Do not reuse swabs

e AmnioTest swabs intended for In Vitro use only.

e 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.
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[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:
3.7 Remove one AmnioTest swab from iis sieeve.
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 wriﬁen ﬁ xt to the color selected on the card corresponds (o
the pH of the buffer solu m, then the swab is performing as expected.

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.

ISPECIMEN 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]]
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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).

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

>
o

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.

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 apH ot 45 -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
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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:

e Negative for amniotic fluid, or
s 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!

10 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.
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IPROFICIENCY 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.
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uuxnpcﬂ.c‘nby assessment of license physicians performing this test will
established and monitored by the Credentlalmg process of the medical staff.
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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).

[
i
SAFETY:
N - - i o o s sbiliwamed Fo e g e 5 HET
Sharps precautions must be utilized or followed at all times
5 i
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REFERENCES
"% . s 0 % 4
PRO-LAB Diagnostics AmnicTest Package Insert, Rev. 2001

ORIGINAL DATE;
May 2006

INITIATED BY}
Initiated by Nellie Gillman, POCC

REVISED DATE!|
February 2012
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