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POLICY
· It is the policy of the Fort Peck Laboratories to perform fecal occult blood testing using the QuickVue iFOB (immunochemical Fecal Occult Blood) Kit.
PURPOSE
· This policy establishes the procedure for use in the Fort Peck Laboratories when performing fecal occult testing and is written according to guidelines established by in compliance with CLIA 88 certification requirements.    

PRINCIPLE
· The QuickVue iFOB test is a one-step lateral flow chromatographic immunoassay. The test strip consists of: (1) a burgundy colored conjugate pad containing mouse anti-hHb antibodies conjugated with colloidal gold and (2) a nitrocellulose membrane strip containing a Test line (T-line) and a Control line (C-line). The T-line is coated with anti-hHb antibodies, and the C-line is coated with goat anti-mouse IgG antibodies.

· When the correct volume of test specimen is dispensed into the sample well of the device, the test specimen migrates across the test strip. If the concentration of hHb in the specimen is at or above 50 ng hHb/mL or 50μg hHb/g feces, the T-line appears as a visible burgundy line. If the concentration of hHb in the specimen is below the detectable level, no T-line develops.

· The C-line is coated with goat anti-mouse antibody, which binds to the conjugated monoclonal antibody, regardless of the presence of hHb in the specimen.

SPECIMEN TYPE
· The specimen used in this assay is feces. In most cases, the patient will collect the specimen at home
MATERIALS REQUIRED

· Reagents and Materials Supplied
· Individually Wrapped Test Cassettes
· Package Insert
· Procedure Card
· Specimen Collection and Return Kits, each consisting of:
· Specimen Collection Tube (1), with 2 mL FOB buffer (1x PBS with 0.02% sodium azide) and Patient Identification Label 
· Specimen Collection Paper with Adhesive (1) 
· Specimen Pouch (1)  Absorbent Sleeve (1) 
· Return Mailer (1)
· Patient Instructions (1)
· Materials required but not supplied.  Timing Device.

QUALITY CONTROL
· The QuickVue iFOB test contains a built-in control feature, the Control line (C-line). The presence of this burgundy C-line indicates that an adequate specimen volume was used and that the reagents migrated properly. If a C-line does not form, the test is considered invalid. In this case, review the entire procedure and repeat the test with a new device.

· External Quality Control.  Good laboratory practice recommends the use of external quality controls to assure the functionality of reagents and proper performance of the test procedure. For this purpose, we recommend using the QuickVue iFOB Control Set (Catalog Number: 20197). External Controls should be tested following the Test Procedure section. If the controls do not perform as expected, repeat the test or contact Quidel Technical Support before testing patient specimens.
· External Quality Controls should be performed once per each new lot number of shipment of supplies.

PROCEDURE

· Remove the Test Cassette from the pouch and place it on a clean, flat, dry, level surface.
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· Remove Absorbent Sleeve from Specimen Pouch.
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· Remove Collection Tube from Absorbent Sleeve.
· Shake the Collection Tube to mix the specimen and the FOB buffer.

· Hold the Collection Tube upright, as shown.
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· Remove the light blue screw cap by turning.
NOTE:  Fully cover tip with absorbent material to avoid potential contact with specimen solution.
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· QUICKLY snap off tip.  DO NOT TWIST.
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· Holding the Collection Tube vertically, dispense six (6) drops of specimen solution from the Collection Tube into the center of the Sample Well.
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· READ RESULTS AT 5–10 MINUTES.  Some positive results may be seen earlier.
INTERPRETATING RESULTS

· Refer to the Procedure Card or printed tray for visual color interpretation of the Test and Control Lines. Both the T-line and the C-line present as the same burgundy color.

· Positive Result:  If both a C-line and a T-line are present, the result is positive. A positive result indicates the level of hHb in the specimen is at or above the detection level.
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· Negative Result:  If only the C-line develops in the control region of the test strip, the result is negative.
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· Invalid Result:  If no C-line appears within 5 minutes, the result is invalid and the assay should be repeated with a new device. NOTE: The test line may or may not be present. However, the absence of a control line indicates an invalid test.
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REPORTING RESULTS

· Reporting results in RPMS.

· Log into RPMS.

· At Select Laboratory DHCP Menu Option prompt type in the number “3” and press “Enter” for Process Data in Lab Menu. 

· Type in “EM” and press “Enter” for Enter/verify/modify data (manual). 

· Press “Enter” to accept the default answer for the following prompts: 

· Do you want to review the data before and after you edit?   Yes 
· Do you wish to see all previously verified results?   No 
· Verify by: 1// Accession 

· At Accession Number enter the test specimen’s accession number. 
· At Select Referring Laboratory: POPLAR or WOLF POINT// press “Enter”.     

· RPMS will display the patient information and the accession information.  
· With the test device in hand enter the results in the computer.

· At _IFOB// 
· Enter “N” for Negative

· Enter “P” for  Positive
· Press “Enter”.

· At _INTERNAL CONTROL// 
· Enter “F” for Fail

· Enter “P” for  Pass
· Press “Enter”.

· Enter your initials to release the results.

PROCEDURAL NOTES

· The QuickVue iFOB test is for in vitro diagnostic use.

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

· Dispose of containers and used contents in accordance with Federal, State and Local requirements.

· Use of Nitrile or Latex gloves is recommended when handling potentially infectious fecal specimens.
· Follow proper hand washing hygiene after handling potentially infectious fecal specimens.

· The Test Cassette must remain sealed in the foil pouch until just prior to use.

· Treat all specimens and used assay materials as if they are infectious.
· To obtain accurate results, you must follow the Package Insert instructions.
LIMITATIONS
· The QuickVue iFOB test is intended only for the detection of human hemoglobin in feces.

· Results cannot be considered conclusive evidence of the presence or absence of gastrointestinal bleeding or pathology. A positive result should be followed up with additional diagnostic procedures to determine the exact cause and source of the occult blood in the feces.

· A negative result can be obtained even when a gastrointestinal disorder is present.  For example, some polyps and colorectal cancers may bleed intermittently or not at all during certain stages of the disease.
· False negative results may occur when occult blood is not uniformly distributed throughout the bowel movement and the formation of a fecal specimen. Repeat testing is recommended if a pathological condition is suspected.

· Patients with the following conditions should not be considered for testing, as these conditions may interfere with test results:

· Menstrual bleeding

· Bleeding hemorrhoids

· Constipation bleeding

· Urinary bleeding

· However, these patients may be considered for testing after such bleeding ceases.
· Alcohol and certain medications such as aspirin, indomethacin, reserpine, phenylbutazone, corticosteroids and nonsteroidal anti-inflammatory drugs may cause gastrointestinal irritation and subsequent bleeding in some patients.
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