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Preamble:

The Clinical Policy Bulletin is an expression of Delta Dental of Virginia’s (DDVA)
determination regarding whether certain services or supplies are medically or
dentally necessary. DDVA bases its conclusions on a review of currently available
clinical literature. This includes, but is not limited to, clinical outcome studies
published in the peer-reviewed medical and dental literature, regulatory status of
the technology, evidence-based guidelines of public health and health research
agencies, evidence-based guidelines and positions of leading national health
professional organizations, views of physicians and dentists practicing in relevant
clinical areas, and other relevant factors. DDVA reserves the right to revise these
policies as new clinical information is available and we welcome submission of
further relevant information.

A group may define covered dental services under their dental plan, as well as
those services that may be subject to dollar caps or other limits. The plan
documents outline covered benefits, exclusions and limitations. DDVA advises
dentists and enrollees to consult the plan documents to determine if there are
exclusions or other benefit limitations applicable to the service request. The
conclusion that a particular service is medically or dentally necessary does not
constitute an indication or warranty that the service requested is a covered benefit
payable by DDVA. Some plans exclude coverage for services that DDVA
considers either medically or dentally necessary. When there is a discrepancy
between DDVA's clinical policy and the group’s plan documents, DDVA is to defer
to the group’s plan documents as to whether the dental service is a covered
benefit. In addition, if state or federal regulations mandate coverage then DDVA
will adhere to the applicable regulatory requirement.

History:

The use of the oral brush biopsy is an attempt to introduce a non-invasive,
simple biopsy technique into the clinical setting that is acceptable to the
patient and requires a modicum of specialized knowledge by the
practitioner. The oral brush biopsy is an improvement over historical efforts
to diagnose pathological processes in the mouth, particularly oral cancers
and dysplastic lesions, by an exfoliative cytological smear technique. False
negative rates for oral exfoliative cytology have been reported as high as
63%(1). The reason is primarily due to the keratinized nature of many oral lesions,
the inability to access deep areas of the epithelial layers, difficulties in
recovering representative samples, and the subjective evaluation of the
cytological samples(1,2).

Although simple in concept, the oral brush biopsy is technique sensitive and
requires familiarity with the principles involved. The procedure must be
sufficiently aggressive to represent adequate sampling of the basal cell
layer, and clinically, the endpoint is the appearance of pink
microhemmorhage(2,13).
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When properly used, the brush biopsy has been shown to have the

ability to extract cells from all epithelial layers, including the basal cell

layer, and upper portions of the lamina propria(1,11). Further, advances in
evaluation methods have improved the sensitivity and specificity of the oral
brush biopsy. Computer assisted image analysis, DNA cytometry, molecular
biological analysis, and protein profiling have all been shown to improve
detection results with the brush biopsy(3,4,5,6,7). In spite of the ease of use
and improved results, the deficiencies of the oral brush biopsy include the
continued problem of sub-optimal samples and false positive and negative
results when compared to scalpel biopsy samples. In one study, 7% of brush
biopsy specimens were shown to be non-diagnostic(8). False negatives
have been shown to be 3.5% and time delays averaging 117 days until an
accurate diagnosis could be made or confirmed by scalpel biopsy have been
reported(9). Research has shown the sensitivity of the brush biopsy to be
71% while the specificity was 32%. The positive predictive value of an
abnormal brush biopsy approximates 44% while the negative predictive
value was 60%(10). The conclusion of these and other researchers is that
even though the oral brush biopsy can enhance the oral pathology screening
process, this technique will miss some oral cancers(3,12).

The oral brush biopsy is intended for evaluation of small, obvious alterations in the
oral mucosal surface and is not intended to replace the need for surgical scalpel
biopsy and histopathologic examination, which remains the gold standard in
determining the diagnosis of suspicious oral lesions(14).

DDVA Guidelines for Therapy:

Policy:

1. The brush biopsy may be used to evaluate small non-specific alterations in
appearance of the surface of the oral mucosa.

2. The brush biopsy is not to be used for obviously suspicious areas of
pathology, areas of ulceration, areas of erythroplakia or erythroleukoplakia,
pigmented lesions, or submucosal masses.

3. Documentation of the oral brush biopsy procedure must include a copy of the
biopsy report.

Code(15): D7288 — Brush biopsy — transepithelial sample collection
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