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The OralCDx BrushTest is a laboratory test which can be
utilized for the evaluation of common, unexplained white
and/or red tissue spots that may be pre-cancerous or

cancerous, despite their innocent appearance. A suspicious

lesion presenting with clinical signs or symptoms of oral
cancer, which would otherwise have been selected for
immediate histological analysis, should be evaluated by
scalpel biopsy.

Each BrushTest kit contains a sealed and sterile biopsy
brush. This device was precisely designed to obtain a
complete transepithelial biopsy with minimum discomfort
to the patient. It must be utilized to obtain all specimens.
Proper utilization of this instrument assures an adequate
biopsy sample of all three epithelial layers of the lesion
(i.e. basal, intermediate, and superficial cells).

Important: Do not submit a sample or fragment
of excised tissue.

BrushTest and Slide Preparation Procedure

Specific indications for a brush biopsy:

* Red, white, or mixed (red and white) lesions

* Chronic ulcerations

* Lesions with unusual surface changes, such as a granular appearance

* Evaluating mucocutaneous disorders (e.g., lichen planus) unresponsive
to treatment

* Follow-up of a persistent lesion despite a benign diagnosis from a
previous brush or scalpel biopsy

« Patients with a history of oral or other head and neck cancer, who have
evidence of mucosal changes

Modified from: Felefli S and Flaitz CM; The oral brush biopsy: It's easy
as 1,2,3. Texas Dental Journal 2000; 117:30-4.

Contraindications for a brush biopsy:

* Lesions with intact normal epithelium (fibroma, mucocele, hemangioma)
» Submucosal masses

» Brown and black pigmented lesions (nevi and melanoma)

» Vermillion border of the lip (dry surface)

* Lesions outside of the oral cavity

Prior to performing a BrushTest, please confirm that the barcode on the enclosed components match the numeric portion of the barcode
on the Test Requisition Form. The matching barcoded components of this kit should only be used to test one lesion.
Although most cases do not require anesthetic, local anesthesia or a topical anesthetic may be used. Please wipe off the topical anesthetic

prior to performing the test.

1) Tear open one of the two supplied fixative packages where shown and place beside the slide.

2) Remove the barcoded slide provided in the plastic slide holder.

3) Slightly moisten the biopsy brush with the patient’s saliva or saline or have the patient rinse with water. The spot can also be wiped

with gauze to cleanse the area prior to the test.

4) Either the flat end or circular side of the brush may be used to obtain the specimen. The flat end of the brush may be easier to use
for hard-to-reach areas such as the hard palate, and attached gingiva. Press the biopsy brush firmly against the surface of the lesion
until pink tissue or pinpoint bleeding is observed. As you bear down, you should see a slight bend in the shaft of the brush prior to
beginning your rotational movement. The required number of rotations will vary depending on the nature of the lesion. The correct
number of rotations has been achieved when pinpoint bleeding or pinkish red tissue is observed. If the spot begins to bleed — stop
brushing and immediately transfer the specimen from the brush to the slide.

PLEASE NOTE: Steps 5 and 6 must be performed without delay after Step 4 to prevent air drying of the specimen.

5) Spread the specimen from the brush onto the enclosed glass slide, specifically, to the part of the slide that is within the four white
brackets. Also ensure that the brush sample is transferred to the correct side of the slide with the barcode of the slide facing up.
Utilizing a rotating motion, drag the brush gently along the slide. Motion should be lengthwise, transferring as much of the specimen
as possible from the brush to the slide and spreading evenly within the bracketed area of the slide.

6) After transferring the cells to the slide, pour the fixative immediately onto the slide to prevent air-drying. To do this, fold the fixative
pack in half as indicated on the package and squeeze the entire contents onto the glass slide, saturating all cellular material with
the fixative. Use the second fixative pack in case the first pad is dry or some of the fixative solution was inadvertently spilled before
application to the slide. Even though it appears that the fixative floods the slide, the specimen will not be lost.

7) Insert the completed Test Requisition Form into the pocket. Ensure that all required information is provided. Shaded areas on the
Form are CLIA-mandated required fields (i.e. patient name, date of birth, sex, doctor name, date of biopsy, location of biopsy).
Incorrect or missing information will result in a delay of processing.

8) Set the slide aside to dry for 15 minutes, then place it in the slide holder and snap the holder securely shut.

9) Photographs of the lesions or other differential diagnoses by clinicians, along with any relevant medical history, are welcome and
encouraged. The completed kit box should include: 1 slide in the slide holder and the Test Requisition Form. There is no need to
return the brush. Tuck the side tabs into the box to close it. Peel off the adhesive strip and seal the box. Send the mailer with your

regular outgoing mail or deposit it in a U.S. Post Office box.
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