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Components of the current FMI report | Claims and PS

Professional ServicesClaims page Professional Services

US and Japan F1CDx or F1LCDx reports EU, RoW, USZ F1CDx or F1LCDx; F1Heme 
(all regions)
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Claims vs. Professional Services

• An approved set of disease-alteration-therapy 
associations and/or reportable alterations

• Different versions due to FDA and PMDA
• Generated automatically

• Evolving disease-alteration-therapy 
associations based on drug approval and 
evidence

• All reportable and VUS alterations
• Content updated by TOCR; report generation 

largely automated

Professional ServicesClaims page Common mismatches 
between Claims and PS

Therapy associations

Resistance

Alteration renaming
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Interpretive content provided in professional services section

Professional Services Summary Page Supports 
Guideline-Based Decision Making

Current as of April 2022. 

Report Highlights
Highlights key actionable findings

Therapies with Clinical Benefit
Therapies for each associated genomic finding are listed in alphabetical 
order within your patient’s tumor type and other tumor types

Clinical Trials
Identifies trials based on your patient’s unique genomic profile with page 
number for quick reference

NCCN Categories of Evidence and Consensus
Associated NCCN Category that has been assigned to the therapy listed 
within your patient’s tumor type
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FoundationOne®Liquid CDx Reporting of Patient Historic Findings

Current as of April 2022. 

Variant Allele Frequency (VAF) 
Percentage
Represents the
fraction of sequencing reads in 
which the variant is observed
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FoundationOne®Liquid CDx
Examples of DO-Specific Report 
Slides
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Non-Small Cell Lung Cancer With 
EGFR Mutation
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FoundationOne®Liquid CDx 
Professional Services 
Summary Page

Biomarker and Genomic Findings

Report Highlights

Findings and Actionability

NCCN Category of Evidence

Potential Resistance to Indicated Therapy 
Warning

Clinical Trials

Variants That May Represent Clonal 
Hematopoiesis

Findings Without Reportable Therapeutic 
or Clinical Trial Options

Lung Cancer
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FoundationOne®Liquid CDx
Patient Historic Findings
Lung Cancer

Variant Allele Frequency Percentage

VAF% for short variants in all liquid test types are plotted 
on a stacked bar graph in chronological order
• Rearrangement VAFs and VAFs from tissue testing are 

not included in graph

Patient Historic Findings Table
In addition to genomic alterations, the patient historic 
findings table shows tumor mutational burden, blood 
tumor mutational burden, microsatellite status, and tumor 
fraction
VAFs from liquid biopsy are also shown in the patient 
historic findings table
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Current as of February 2, 2022. 
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Biomarker Findings
• Result
• Potential Treatment Strategies (pre-clinical 

and clinical evidence)
• Frequency and Prognosis (disease-specific)
• Finding Summary (result, relevance)

Genomic Findings
• Gene Variant Information
• Potential Treatment Strategies: Clinical 

relevance
• Frequency and Prognosis: In the specimen 

tumor type and/or other tumor types
• Finding Summary: Gene, function, 

biological implication of the alteration

FoundationOne®Liquid CDx: Biomarker and Genomic Findings
Lung Cancer
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Current as of February 2, 2022. 
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Therapies associated with resistance, 
with clinical benefit in patient’s tumor 
type, and with clinical benefit in other 
tumor type
• FDA Approved Indications
• Gene Association 
• Supporting Data (Clinical evidence by 

phase)

FoundationOne®Liquid CDx: Therapeutic Options 
Section
Lung Cancer

Current as of February 2, 2022. 
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FoundationOne®Liquid CDx: 
Clinical Trials Section
Lung Cancer

Current as of February 2, 2022. 

Clinical Trials
• Gene, alteration
• Rationale
• Trial Options: Ordered by gene and 

prioritized based on age range, proximity to 
ordering medical facility, trial phase (favoring 
later phases), and whether trial information has 
been verified within the last 2 months

Select subset of currently available clinical trials 
for which the patient may be eligible. Includes: 

Trial ID, Title, Phase, Relevant Targets, and 10 
closest locations to the ordering medical facility 
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FoundationOne®Liquid CDx: Appendices

Variants of Unknown Significance (VUS)
Alterations not adequately characterized 
in the scientific literature and/or have 
unclear significance based on genomic 
context 

Lung Cancer

Current as of February 2, 2022. 

*VUS are included for completeness should 
the alterations become clinically meaningful 
in the future.
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FoundationOne®Liquid CDx: Appendices (cont.)

About FoundationOne®Liquid CDx
• Intended Use (FDA approved 

indications)
• Test Principle, Performance 

Characteristics, Limitations, Levels of 
Evidence

Current as of February 2, 2022. 
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FoundationOne®Liquid CDx: Appendices (cont.)

Genes Assayed in FoundationOne®Liquid CDx
FDA-approved intended use list interrogates 324 
genes, including 309 genes with complete exonic
(coding) coverage and 15 genes with only select non-
coding coverage; select genes and exons are captured 
with increased sensitivity

Current as of February 2, 2022. 
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FoundationOne®Liquid CDx: Appendices (cont.)

Current as of February 2, 2022. 

Information Provided as a 
Professional Service
Several categories of 
information:
• Qualified Alteration Calls, 

Rankings, Qualifiers
• Responsibility of Physician for 

Treatment Decisions
• Variants to Consider for 

Follow-up Germline Testing
• Select Abbreviations
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FoundationOne®Liquid CDx: Appendices (cont.)

References Associated With Professional 
Services Content
References used in curation of the report 
content

Current as of February 2, 2022. 
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Prostate Cancer with BRCA2
Mutation
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FoundationOne®Liquid CDx 
Professional Services Summary Page 
Prostate Cancer

Current as of January 18, 2022.

Biomarker and Genomic Findings

Report Highlights

Findings and Actionability

NCCN Category of Evidence

Clinical Trials

Variants to Consider for Follow-up Germline 
Testing

Variants That May Represent Clonal 
Hematopoiesis

Findings Without Reportable Therapeutic or 
Clinical Trial Options
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FoundationOne®Liquid CDx
Patient Historic Findings
Prostate Cancer

Variant Allele Frequency Percentage

VAF% for short variants in all liquid test types are plotted 
on a stacked bar graph in chronological order
• Rearrangement VAFs and VAFs from tissue testing are 

not included in graph

Patient Historic Findings Table
In addition to genomic alterations, the patient historic 
findings table shows tumor mutational burden, blood 
tumor mutational burden, microsatellite status, and tumor 
fraction
VAFs from liquid biopsy are also shown in the patient 
historic findings table
Up to five previous tests may be shown
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Current as of January 18, 2022.
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Biomarker Findings
• Result
• Potential Treatment Strategies (pre-clinical 

and clinical evidence)
• Frequency and Prognosis (disease-

specific)
• Finding Summary (result, relevance)

Genomic Findings
• Gene Variant Information
• Potential Treatment Strategies: Clinical 

relevance
• Frequency and Prognosis: In the specimen 

tumor type and/or other tumor types
• Finding Summary: Gene, function, 

biological implication of the alteration

FoundationOne®Liquid CDx: 
Biomarker and Genomic Findings

Prostate Cancer
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Current as of January 18, 2022.
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Prostate Cancer
FoundationOne®Liquid CDx: Potential Germline Implications

Current as of January 18, 2022.
1. National Center for Biotechnology Information. Clinvar. Accessed December 2020. https://www.ncbi.nlm.nih.gov/clinvar/. 

Potential Germline Implications
Reported for genes identified by 
the American College of Medical 
Genetics and Genomics for 
reporting of incidental findings in 
clinical exome and genomic 
sequencing1

Recommendation for follow-up 
germline testing in the 
appropriate clinical context 
included
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Therapies With Clinical Benefit in 
Patient’s Tumor Type and in Other 
Tumor Type
• FDA Approved Indications
• Gene Association 
• Supporting Data (Clinical evidence by 

phase)

FoundationOne®Liquid
CDx: Therapeutic Options 
Section

Includes details on therapies to which 
the patient’s cancer may be sensitive 
based on the genomic profile

Prostate Cancer

Current as of January 18, 2022.
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FoundationOne®Liquid CDx: Clinical Trials Section
Prostate Cancer

Clinical Trials
• Gene, alteration
• Rationale
• Trial Options: Ordered by gene and 

prioritized based on age range, proximity to 
ordering medical facility, trial phase (favoring 
later phases), and whether trial information has 
been verified within the last 2 months

Select subset of currently available clinical trials 
for which the patient may be eligible. Includes: 

Trial ID, Title, Phase, Relevant Targets, and 10 
closest locations to the ordering medical facility 

Current as of January 18, 2022.
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FoundationOne®Liquid CDx: Appendices

Variants of Unknown Significance (VUS)
Alterations not adequately characterized 
in the scientific literature and/or have 
unclear significance based on genomic 
context 

Prostate Cancer

*VUS are included for completeness should 
the alterations become clinically meaningful 
in the future.

Current as of January 18, 2022.
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FoundationOne®Liquid CDx: Appendices (cont.)

About FoundationOne®Liquid CDx
• Intended Use (FDA approved 

indications)
• Test Principle, Performance 

Characteristics, Limitations, Levels of 
Evidence

Current as of January 18, 2022.
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FoundationOne®Liquid CDx: Appendices (cont.)

Genes Assayed in FoundationOne®Liquid CDx
FDA-approved intended use list interrogates 
324 genes, including 309 genes with 
complete exonic (coding) coverage and 15 
genes with only select non-coding coverage; 
select genes and exons are captured with 
increased sensitivity

Current as of January 18, 2022.
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FoundationOne®Liquid CDx: Appendices (cont.)

Information Provided as a 
Professional Service
Several categories of 
information:
• Qualified Alteration Calls, 

Rankings, Qualifiers
• Responsibility of Physician for 

Treatment Decisions
• Variants to Consider for 

Follow-up Germline Testing
• Select Abbreviations

Current as of January 18, 2022.
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FoundationOne®Liquid CDx: Appendices (cont.)

References Associated With 
Professional Services Content
References used in curation of the 
report content

Current as of January 18, 2022.




