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Your Smoke Signature© Lung CA™ Test Results

Eight-Year Lung Cancer Risk

What is my methylation status at cg05575921? Your methylation at cg05575921 is XX%.

What is the risk of lung cancer for this patient? Your eight-year lung cancer risk is 3.2%.

What is the average risk for non-smokers? The average risk of a lifetime non-smoker of your age and gender is <0.2%.

This report was generated using Smoke Signature Lung Cancer CA Predictor Algorithm Version 1.0.  Copyright XXXX,

Behavioral Diagnostics Inc.  2500 Crosspark Road, Coralville, IA 52241.  All rights reserved.  The use of the name of Smoke

Signature is copyrighted.  The use of cg05575921 status to determine smoking status is protected by US Patents

8,637,652, 9,273,358 and other pending material.
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About this test
The Behavioral Diagnostic’s Smoke Signature© Lung
CA™ risk assessment test is designed to use age,
self-reported lifetime consumption of cigarettes and
methylation level at cg05575921 to predict 8-year risk
for new diagnosis of lung cancer in those who are: 1) 54
years of age or older, 2) have at least 30 pack years of
smoking history, 3) smoked within the past 15 years,
and who do not have: 1)  a prior history of lung cancer,
2) lung cancer screening in the past 18 months, 3)
history of hemoptysis or 4) unexplained weight loss of
15 lbs or more in the preceding year.  Use outside of
these parameters should be done with caution.

Interpretation of Results
Lung Cancer is the leading cause of cancer death in the
United States with 90% of all cases resulting from
smoking. [1,2]   The overall 5-year survival for patients
diagnosed with lung cancer is only 20%, largely because
nearly 60% of cancers are diagnosed at a late stage. [3]
In contrast, when diagnosed early, the 5-year survival
for patients with lung cancer is around 56%.  Hence,
there is a strong rationale for early screening. However,
low dose computed tomographic (LDCT) screening itself
has significant risks. Hence the United States
Preventative Services Task Force (USPSTF) recommends
a counseling visit prior to examination to determine
whether LDCT screening is the right choice for a given
patient. [4]  This risk determination is designed to aid
you and your healthcare provider in determining
whether to proceed with LDCT screening.

Methods and Test Limitations
This risk prediction was developed using data from
National Lung Screening Trial (NLST).  The NLST enrolled
adults ages 55 to 74 with a 30-pack-year (PY) smoking
history who were either current smokers or had quit
within the previous 15 years who did not have 1) a prior
history of lung cancer, 2) lung cancer screening in the
past 18 months, 3) history of hemoptysis or 4)
unexplained weight loss of 15 lbs or more in the
preceding year. [5]   The test uses your self-reported age
and smoking history, together with our determination of
your methylation status at cg05575921 to determine
risk for lung cancer. [6]  The test is not meant as a
comprehensive genetic or epigenetic assessment.
Undetected genetic risks may alter your risk and are not
considered in these results. Smoke Signature© Lung
CA™ scoring was primarily developed using data from
subjects of European ancestry and may not account for
cancers secondary to other lifestyle choices or

environmental exposures. [6]  The performance
characteristics of this test have been described and are
available upon request upon request at
info@bdmethylation.com.  There is the rare possibility
that laboratory errors may occur and their occurrence
cannot be completely excluded. Possible sources of
error include, but are not limited to, contamination,
sample mix-up and assay-based errors.  For example,
errors in methylation can occur as a result of degraded
DNA, contamination or rare genetic variation.

Disclaimers:
This test should be interpreted by the patient’s
healthcare provider(s) within the appropriate clinical
context and with consideration of all other clinical
information. This risk assessment for lung cancer is not
intended to prevent, diagnose, cure, mitigate, treat lung
cancer or any other disease.  There is no guarantee of
benefit to the patient.  Behavioral Diagnostics makes no
promises or guarantees with respect to reimbursement
of testing costs from insurers or other third parties.  This
risk assessment does not replace a comprehensive
clinical assessment if other exposures or heritable
causes of lung cancer are suspected.  In the case of
suspected heritable causes of lung cancer, a genetic
referral should be considered.  This test was developed
and its performance characteristics determined by
Behavioral Diagnostics.  It has not been cleared nor
approved by the Food and Drug Administration (FDA).
This test should be used for clinical purposes and should
not be considered investigational or for research
purposes only.  Behavioral Diagnostic’s lab is certified
under the Clinical Laboratory Improvement
Amendments (CLIA) as qualified to perform
high-complexity clinical laboratory testing.
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