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Oral Cancer
An Underdiagnosed Problem 54,000 

new oral cancers 
annually in the U.S.1

<60% 
5-year survival when 

detected late 2

1https://oralcancerfoundation.org/facts/
2McRae MP, Cancer Cytopathol. 2020 Mar;128(3):207-220. PubMed Central PMCID: PMC7078980
3Lingen MW, et al. “Evidence-based clinical practice guideline for the evaluation of potentially malignant disorders in the oral cavity.” JADA 2017;148(10):712-727.e10.

70%
new cases are diagnosed 

at a late stage 3

https://oralcancerfoundation.org/facts/


           Visual Tactile Exam

Limitation

Hard to visually 
distinguish 
which lesions 
to refer

Limitation

          UV Light Tests

Limitation

Also flags 
inflammation 
and trauma

Limitation

          Salivary Tests

Limitation

Early cancer 
doesn’t shed 
enough 
biomarkers

Limitation

?

Dental providers lack trusted tools

Over referrals

Missed cases
Missed casesOver referrals

1Speight PM et al. Interobserver agreement in dysplasia grading. Oral Surg Oral Med Oral Pathol Oral Radiol. 2015;120:474-82, https://pubmed.ncbi.nlm.nih.gov/26216170/

Visual screening is hard: In nearly 1-in-3 cases, pathologists disagree 
when evaluating dysplasia1



Turns subjective visual-tactile exam into 
objective test to improve detection, 

documentation and trust.

OraLiva’s AI-enabled cytology test is one of the most 
accurate models for the accurate early detection 

and monitoring of oral cancer ever created.

1Abram TJ et al. Oral Oncol. 2019;92:6-11.
2McRae, McDevitt, Journal of Dental Research, 2021, 100, 479-486

Science based on 
1,000 patient prospective study

13M cells classified by pathology 1 97% Accurate1

D7288 Covered by Many Plans†

Soft Brush Collection

Clinically Validated



OraLiva in 
Practice

Metric Visual–Tactile OraLiva Impact with OraLiva

Sensitivity 65%2 94 % 83% reduction in missed 
high-risk lesions

Specificity 75%2 92% 68% fewer over-referrals / 
unnecessary biopsies

Typical dental practice with 3,600 visits/year
● 360 lesions seen per year
● 90 oral potentially malignant disorders
● 9.5 high-risk cases1

OraLiva improves diagnostic accuracy, strengthens patient trust, and 
adds measurable revenue with a 5 minute sample collection

1Psoter WJ et al. Prev Med. 2019;124:117-123.
2Lingen MW, et al. “Evidence-based clinical practice guideline for the evaluation of potentially malignant disorders in the oral cavity.” JADA 2017;148(10):712-727.e10.



Workflow Training



Workflow Overview

Collect sample from suspicious 
lesion with exfoliative brush

Return kit components to 
sample box

Use prepaid shipping label 
to return sample box

OraLiva AI analyzes cellular 
images based on 13M cell 

database

OraLiva receives and 
processes patient sample

Easy to read actionable 
report digitally sent to 

ordering physician

Sample Collection 
by Provider

(billed by provider)

Sample Analysis
by OraLiva 

(billed by OraLiva)

1 - Collect Sample 2 - Assemble Kit 3 - Return Kit

4 - Sample Processing 5 - Sample Analysis 6 - Test Report



Sample Collection

Conducted by Provider

Billed By Provider

Billed To Dental Insurance

Code D7288

Reimbursement by 
Delta Dental of MI & NC

$125

Average Reimbursement ~$55–$95

Sample Analysis

Conducted By OraLiva Inc.

Billed By OraLiva Inc.

Billed To Medical Insurance

Code 88361 (balance billed)

Patient Out-of-Pocket 
Maximum

$99

Simple Billing and Reimbursement

is a  Proud Partner of



What’s Included with the Test?

Illustrated 
Guide

Sample 
Collection Tube

Orcellex® 
Brush

Test Requisition 
Form

Prepaid return 
box



Completing the Sample Kit: 
Sample Collection

Which patients should I test?
If a patient presents with a lesion in the mouth, 
answering yes to any of the following questions 
should immediately confirm a test in indicated:

● Is the lesion larger than 10mm?

● Is the lesion red, or red and white in color?

● Is the patient a smoker?

● Is the patient over 60?

When in doubt, test

Orcellex® Brush

How to collect a sample
-Apply firm pressure
-15x turns
-If the lesion has heavy plaque or 
is thick layer, sample around the 
edge of the lesion.



Complete all sections of the Test 
Requisition Form (TRF) including:

● Patient information
● Clinical impression (single line of text 

describing the lesion)
● Check boxes for lesion characteristics
● Check one box for the lesion location

Ensure ordering physician signs the TRF

Completing the Sample Kit: 
Requisition Form



Completing the Sample Kit:
Medical Insurance

➔ Scan and print a copy of the 
patient’s medical insurance card 
(front and back)

➔ Include a copy in the sample return 
box

➔ Patient will be balance billed by 
OraLiva with a maximum 
out-of-pocket of $99 



Completed Sample Return Box

✓ Test tube with brush head. Tube is 
returned to plastic bag

✓ Completed Test Requisition Form

✓ A scan of patient’s medical insurance 
card

Close the Sample Return Box and return 
with prepaid shipping label

● Schedule pickup or drop off at any 
FedEx location



Once the Sample Return Box is sent 
to OraLiva’s lab:

1. The lab will run a test of the 
sample, within 10 days.

2. OraLiva's lab will return the 
results to the provider via 
HIPAA-secure online portal.

3. The Test Report details 
OraLiva's findings and clinical 
recommendations 

4. Provider discusses results with 
patient

Understanding the Report



Understanding the Report: 
Page 1

Intended User: GP Dentist, OMS, 
Oral Pathologist

1. Oral Cancer Numerical Index 
(ONCI™). ONCI is an index 
quantifying the risk of the 
lesion in question.

2. Actionable Recommendation
3. Pathologist Comments



Understanding the Report: 
Page 2

Intended User: OMS, Oral 
Pathologist

1. Cytologic test data
2. Cytologic image and AI overlay
3. Lab director signature



Understanding the Report: 
Page 3

Intended User: GP Dentist, OMS, 
Oral Pathologist

1. Supporting test information
2. Citations and reference



Who can collect the sample?
Any dental or medical provider — however hygienists should coordinate care with the 
dentist as the dentist will ultimately order the test.

When should I collect the sample?
Samples can be collected any time during a patient visit. Samples are not 
contaminated by use of cleaning products or any topical anesthetic. Patients can 
eat/drink prior to their visit.

Who reviews the test?
All samples are reviewed by a board-certified pathologist.

Does OraLiva increase my liability risk?
No — OraLiva reduces risk. Each test adds a pathologist reviewed, CLIA-certified report 
documenting diligence and improving defensibility.

Is the OraLiva test FDA-approved?
No, OraLiva has not yet received FDA clearance, but it is fully authorized for 
commercial use as a CLIA-validated Laboratory Developed Test (LDT)—the same 
regulatory pathway used for many routine medical diagnostics. LDTs are widely used, 
clinically validated, reimbursable, and trusted across healthcare.

Common 
FAQs



Sample Collection Demo
(conducted with OraLiva rep)



Additional Resources
www.oraliva.com/resources/

Contact
support@oraliva.com

http://www.oraliva.com/resources/
mailto:support@oraliva.com

