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Building, growing, and maintaining a molecular oncology testing labop i i applied

j operations, test
interpretation, and financial and regulatory topics. Clinical and La® } MIM26— Cancer Molecular
Testing: Principles of Oncology Test Interpretation, Laboratory and Ass% sultation reviews the
current key concepts in molecular oncology, indications fo i esign. It is intended to

Praporatory operations. CLSI
ations to clinical providers and
uch as liquid biopsy and

MM?26 includes guidance focused on providing mol
other stakeholders, including through molec
identifying germline variants in cancer pa
of cancer genomic results and keeping th
evolving areas of cancer genomics, s

*st development in the rapidly
ing and digital spatial profiling, are also discussed.
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Foreword
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The translation of the human genome sequencing project and basic science advances in cancer biology into oncology
diagnosis and treatment over the last two decades have dramatically increased the breadth and complexity of clinical
molecular diagnostics of cancer. These advances have been linked with rapid advances in sequencing technologies and
the development and maturation of a range of other testing methods. Because of the varying throughpy

content for each new oncology test. The fundamental role of bioinformatics and complex soft
next-generation sequencing has introduced new skill sets and validation paradj

Communicating molecular oncology results has also become more co :
testing has expanded to include stakeholders such as genetic counggls xpecialisPAs oncologic
protocols have incorporated more molecular biomarkers into diag itoring algorithms,

the need for laboratory involvement in interdisciplinary planning con inally, interlaboratory

data exchanges and use of public and commercial data cvariant interpretation.
Therefore, a holistic approach to managing the initial 1 porting protocols, and quality
processes of the molecular oncology laboratory has i ies the LD and other stakeholders
with an overview of the testing and result co [ iy e to successful oncology

testing.

NOTE: The content of this report is su
of any single individual or organizati
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© introduction

1.1 Scope

CLSI MM26 emphasizes the essential role of the laboratory director (LD) and/or
molecular oncology laboratory in:

« Launching well-designed and well-validated genomic assays and/or monitoring ex
seamless delivery of testing services

+ Engaging effectively with medical care personnel to accurately descrig
indications for requesting genetic analysis for malignancies

- Ensuring accurate interpretation(s) of genetic test findings ang
establishing the patient’s diagnosis, prognosis, and treatment s€
therapy; and detecting cancer progression

- Ensuring awareness of the limitations of test findi
have been included in the analyses but can also ¢

- Sustaining laboratory quality, innovative t 6 Rce with technologic
developments and the clinical needs of

CLSI MM26 does not include detailed dgac
are covered in CLSI MMO1,* MMO07,2 M
overviews of hematopathology (CLSI MM
laboratory start-up (CLSI M 8

The target audience inc
at perform cancer molecular testing

ho are involved in selecting cancer tests and interpreting

1.2

de in understanding the molecular events underlying the initiation and progression of
cancer as well as the selection of appropriate therapeutic modalities. Features that are common and different
between cancers arising at different locations and with different histopathologic features have been clarified.
Detection of the wide variety of molecular events now described has been facilitated by the emergence of
suitable methods for detection, principally next-generation sequencing (NGS). Given the complexity of NGS
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« Test limitations (including but not limited to relevant regions not tested, limitations of methodology,
limitations of sample type)

« Recommended follow-up, next steps, and/or reflex testing

4.2.2 Integrated Report

Principle elements to consider for an integrated report include:

« Integrated reporting provides a combination of results and interpretations of multiple 2

report includes an |nterpretat|on summarizing all the data and impl
clinical information as a concise, integral diagnostic summary. Fig
how integrated reporting is applied to the cancer molecular genetic

Molecular genetic test is
ordered®®

Specimen is colle
received?

Spe By sed for
testing

‘s performed?

Molecular result(s, .s analyzed

and reporied: Immunophenotyping

(ie, immunohistochemistry
Imaging ArES o and/or flow cytometry) results
ar- provided are provided

Clinical hi . yand icable o Other applicable laboratory
test results fron  .vious y results (eg, chemistry,
samplesands' = :sare immunology, microbiology,
provide Integrated report is issued® hematology) are provided

situ hybridization.
ation can occur.
hromosome karyotyping and FISH.

Figure 3. tic Testing and Reporting Workflow in Cancer
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