BRCAR_TRUE ®
Protected Health Information

R POR

SAMPLE PATIENT
NAME
GE DER······················F·········································
N
ACCESSION#

G1415886

�.���.�!...��!.� .......... Mar.._?'··· 2016 ..................

DISCLAIMER
This test was developed and its performance characteristics determined by D NA Testing Centers of Canada. It has not been cleared or
approved by the FDA. The laboratory is regulated under CLIA as qualified to perform high-complexity testing. This test is used for clinical
purposes. It should not be regarded as investigation or for research.

RISKS AND LIMITATIONS
Risks and Limitations
The laboratory of DNA Testing Centers of Canada has developed this BRCATrue® DNA sequencing test, determined the performance
characteristics and validated the test to meet regulatory requirements. DNA Testing Centers of Canada is accredited by the Clinical Laboratory
Improvement Amendments of 1988 (CLIA '88) and the College of American Pathologists (CAP) to perform high complexity testing. This test is
designed to detect nucleotide substitutions, small insertions and deletions and large gene rearrangements. The test is not designed to detect
chromosomal rearrangements, or other unknown abnormalities.
The BRCATrue test is clinically useful to detect variants, small insertions and deletions as well as large gene rearrangements occurring within
the BRCAl and BRCA2 genes. The variants detected in the BRCATrue test are classified as one of the following: Pathogenic variants are
genetic changes that have sufficient evidence to be classified as capable of causing disease thus increasing the risk for cancer. Likely
pathogenic variants are genetic changes with strong but limited evidence to be classified as pathogenic and are likely to increase the risk for
cancer. Uncertain pathogenicity variants (VUS) are genetic changes that are either previously not reported or have inadequate/conflicting
evidence to determine clinical relevance and cancer risk. Benign variants are genetic changes that have sufficient evidence to be considered of
no clinical significance and do not increase the risk for cancer. Likely benign variants are genetic changes with strong but limited evidence to be
classified as benign and are unlikely to increase the risk for cancer. Pathogenic variants, likely pathogenic variants and VUS(s) are always
reported. Likely benign and benign variants are not reported.
The etiology of cancer is multifactorial and can occur as a result of various factors, including both inherited and acquired genetic variants, diet,
environmental exposures, lifestyle choices and age. DNA Testing Centers of Canada genetic test evaluates only inherited genetic variants. It is
possible that variants in genes and genetic regions not tested in DNA Testing Centers of Canada BRCATrue test may contribute to an
individual's risk for cancer. Therefore, a negative test result, where no variants are detected, does not eliminate the individual's cancer risk.
DNA Testing Centers of Canada laboratory maintains a high regulatory standard for quality in genetic testing to protect against technical and
operational errors. However, in rare instances errors can occur in molecular diagnostic assays. Such errors may include, but are not limited to,
sample mislabeling, DNA contamination, uninterpretable results, and human and/or testing system errors.
DNA Testing Centers of Canada strives to provide the most accurate test results. As part of this mission we constantly monitor and refine our
data analysis algorithms. If and when an improvement is identified, it is our policy to conduct a "look back" process of previously analyzed
patient data. Such re-analysis of patient data may lead to reclassification of patient results. In that event, a corrected report will be issued.

