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NEW’ The CLIAwaived™ Inc. Fecal Occult Blood (FOB) Test is an
| ]

immunochromatographic assay intended for the determination
of human hemoglobin in feces by professional laboratories
or physician’s offices. It is useful to determine gastrointestinal
bleeding founding a number of gastrointestinal disorders such as
colorectal carcinoma, colon polyps, diverticulitis and ulcerative

colitis. (No patient mailers. For laboratory or physician office use only.)

BENEFITS:
= No dietary restrictions
= Over 98% specificity / sensitivity
* One-step procedure with results in 5-10 minutes
* Room temperature storage
= Built-in procedural control

= FDA Cleared / CLIA Waived

Ordering Information:

Product Description Catalog #
CLIAwaived™ Inc. Fecal Occult Blood Test (10 test devices, 10 collection tubes) CLIA-iFOB-10
Reimbursement Information:
CPT Code # National Limit Amount
82274QW Immunochemical Fecal Occult Blood Test $23.22

(Diagnostic Use: All payers screening use: Non Medicare/Medicaid payers)
G0328QW Immunochemical Fecal Occult Blood Test $23.22

(Screening use: Medicare & Medicaid only)

DISCLAIMER - The CPT information contained in this document is provided as representative examples of reimbursement in this category. It is intended to assist providers in accurately
obtaining reimbursement for health care services. Itis not intended to increase or maximize reimbursement by any payor. Providers should consult their payor organizations with regard to local
reimbursement policies. The information provided in this document is for information purposes only and represents no statement, promise or guarantee by CLIAwaived™ Inc. All CPT codes
are supplied for information purposes only and represent no statement; promise or guarantee by CLIAwaived™ Inc. that these codes will be appropriate or that reimbursement will be made.
CPT codes and descriptions are copyrights of the American Medical Associations. CPT does not include fee schedules, relative values or related ratings. The source for this information is
the Center for Medicare and Medicaid Services. The content provided by the Center for Medicare and Medicaid Services is updated frequently. It is the responsibility of the service provider to
confirm the appropriate coding required by their local Medicare carriers, fiscal intermediaries and commercial payors. All product information and prices are subject to change without notice
at any time. Please call our office before ordering to verify current prices.
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CLIAwaived™ Inc. Fecal Occult Blood Test Instructions

SAMPLE COLLECTION AND PREPARATION

1. Collect a random sample of feces in a clean, dry receptacle.

2. Unscrew the top of the collection tube and remove the applicator stick.

3. Insert the stick into the fecal specimen at several different sites.

4. Collect a thin smear of specimen on the probe tip section only. Remove excess sample from the stick by gently
wiping with an absorbent tissue.

5. Replace the stick in the tube and tighten securely.

TEST PROCEDURE

1. Shake the tube vigorously to ensure a good liquid suspension.

2. Holding the tube upright, snap off the tip.

3. Dispense 2 - 3 drops of solution into the sample (S) well.

4. Wait five minutes and read the result.

IMPORTANT: The result must be interpreted between 5 and 10 minutes. Waiting more than ten minutes may
cause the reading to be inaccurate.

INTERPRETATION OF RESULTS

Negative: At five minutes, one rose-pink color band appears in the control (C) ating a negative result and

that the specimen does not contain a detectable level of human hemo

Positive: At five minutes, two rose-pink color bands appear: one in the test (1) zone and one in the control (C)

zone. A positive result indicates that the specimen contains human hemoglobin. A positive result may be
read sooner than 5 minutes.

Invalid: At five minutes, no bands appear, or a test band appears without a control band, disregard the result,

indicating the test is invalid. It is recommended that the specimen be re-tested.

Note: There is no meaning attributed to line color intensity or width. A positive result may be read sooner than 5

minutes; however, a negative result must be read after 5 minutes.

Rev. 03.15.10

CLIAwaived Inc. » 11578 Sorrento Valley Road, Suite 2526, San Diego, CA92121 = TeL (858) 481-5031 = rax (801) 720-7568

TOLL FREE (888) 882-7739 = E-malL: info@cliawaived.com



