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flt.alid ctDx FIRST 
Run 

fl) Configuration 

Valid Instrument 
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e 
Completed 

sequencing Run 
without errors Processing of 

BCL starts 
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Pre-Analysis Processing & QC Bioinforrnatics Analysis of Each Sample Post-Analysis QC 

FASTQ 
File 
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-+ I (Sompie) I-+ .. _ ~ ... P- •~- 1 ____. 
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...... I (Sampi.) I ..... Sample 15 ...... Pipeline for Sample 15 ____.. 
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0 0 ---------------------- 0 

....... --. ....... ....... ....... --. ....... ...... 

Summary JSON 
for each Sample 

Variant logic Report generated for each Sample 
applied 

0 

Category 

Category 1: Companion 
Diagnostic (CDx) 

Category 2: ctDNA 
Biomorkers with Strong 
Evidence of Clinical 
Significance 

Prescriptive Use 
for Therapeutic 

Product 

YES 

No 

--.. • . • I • 

YES YES 

No YES 

Description 

ctDNA biomarkers linked to the safe and effective use al the 
corresponding therapeutic product, for which Resolution Bioscience 
hos demonstrated clinical performance shown to support efficacy 
and strong analytical performance for the biomarker. 

ctDNA biomarkers with strong evidence of clinical significance 
presented by other FDA-approved companion diagnostics for which 
Resolution Bioscience hos demonstrated analytical reliability and 
accuracy but not clinical performance. 
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Cohort A 

FAS-BICR 

(n = 112) 

Sample 

Unavailable 

(n = 20) 

Insufficient 

cfDNA 

(n = 19) 

KRAS G12C-

Positive 

(n = 47) 

(n = 71) 

KRAS G12C-

Negative 

Complete 

ctDx FIRST Result 

(n = 24) 

Unevaluable 

Result 

(n = 2) 

Incomplete 

ctDx FIRST Result 

(n = 41) 

  

 
 

 
 

 
 

  
 

 
 

 
 

 
 

 
 
 

 
 

    

    

       

 

 

    

    

 
 

 
 

   

    

    

    

    

 
 

 

    

   

    

     

    

mailto:������<5<?A����2:<4?.=560���96;60.9��.;1�&0?22;6;4�'2@A��5.?.0A2?6@A60@�3<?��?6146;4�
mailto:�64B?2�
���&.:=92��6@=<@6A6<;�<3��<5<?A�����&����%�&.:=92@�3<?��?6146;4�&AB1F�


 
 

 
 

 
 

 
 
 

     

    

 
 

    

    

     

    

 

   

    

    

   

    

    

 
 

    

    

    
 

 
 

 
 

 

 

 
 

 
 

 
 

 
 
 

     

     

    

 
 

    

    

    

    

 

 
 

 

 
 
 

    



I I 

 
 

 

 
 

 
 

    

 
 

 

 

 
 

 
 

     

     

     

 

 
 

 
 

 
 

 
 

 

 

 
 

 
  

  

  

  

  

  

  

  

    

mailto:92�����(;6C.?6.A2�=�C.9B2@�3<?��2:<4?.=560�.;1��.@296;2��96;60.9�).?6./92@�
mailto:92������"/720A6C2�%2@=<;@2�%.A2�3<?�&20<;1.?F��;.9F@6@�&2A@�
mailto:92������"/720A6C2�%2@=<;@2�%.A2�3<?�#?6:.?F��;.9F@6@�&B/@2A�


 
 
 

 
 

 

 
 

 
 

 
 

 
 

 
 

 

    
 

 
 

 
 

 
 

 

 

 
 

 
 
 

   

   

 
 

 

 
 

 
 

 
 
 
 
 

 
 

 

    

mailto:92�

����B?.A6<;�<3�%2@=<;@2��;.9F@6@�3<?��<5<?A���
mailto:6./92@�.@�#?2160A<?@�<3��4692;A�%2@<9BA6<;�0A�E���%&'��@@.F��%�&������=<@6A6C6AF�
mailto:92������:=BA.A6<;��;.9F@6@�&B::.?F�D6A5�!<��2:<4?.=560�<?��.@296;2��96;60.9�


KRAS G12C+ 
by ctDx Fl RST 

(n = 2)* 

KRAS G12C+ 
by Tissue 

(n = 11) 

KRAS G12C­
by ctDx FIRST 

(n = 7)* 

Cohort R 
(n = 148) 

Valid Result 
by Tissue 
(n = 134) 

Unevaluable 
by ctDx FIRST 

(n = 2) 

KRAS G12C+ 
by ctDx Fl RST 

(n = 0) 

KRAS G12C­
by Tissue 
(n = 123) 

KRAS G12C­
by ctDx FIRST 

(n = 116) 

No Result 
by Tissue 

(n = 14) 

Unevaluable 
by ctDx FIRST 

(n = 7) 
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Intended Use 
    

  
 

  
 

 

  

 Biomarker Detected Therapy 

 adagrasibNon-small cell lung cancer (NSCLC)  G12C 

 
 

 

 
 

 

 
 

 

Summary of Analytical Sensitivity and Specifi ty 
  

 
 

Biomarker Limit of Detection (LOD95) Limit of Blank (LOB) 

KRAS G12C 0.581% VAF 0% 

EGFR exon 19 deletions 0.380% VAF 0% 

EGFR L858R 0.505% VAF 0% 

EGFR T790M 0.983% VAF 0% 
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Agilent Resolution ctDx FIRST . . . .•••. A ·1 ··•• ••·· g I ent ••••• Patient: Report Date: Report Type: . . . .. 
N/A 31 October 2022 Patient Report 

Indication: Subject ID: 
Non-Small Cell Lung Cancer N/A 

Patient Physician Specimen 

NAME: N/A 
DATE OF BIRTH: N/A 
SEX: N/A 
MEDICAL RECORD#: N/A 

ORDERING PHYSICIAN: N/A 
NPI: N/A 

COMPANION DIAGNOSTIC ASSOCIATED FINDINGS 

Resolution Bioscience, a part of Agilent 550 Kirkland Way, STE L 100, Kirkland, WA 98033 

CLIA: 50D2086354 NPI: 1598151276 
Email: resolution.support@agilent.com Phone: +1 (800) 424-5444 Fax: +1 (425) 867-0580 

SAMPLE TYPE: 
COLLECTION DATE: 10 September 2020 
ACCESSION DATE: 10 December 2021 
SPECIMEN ID: 
TUMOR TYPE: Non-Smoll Cell Lung Concer 

Made with the Use of On co KB'" 

Plasma 

BXXXXXX-X 

Biomarker Status FDA-Approved Therapy 

KRAS G12C Detected KRAZATITM (adagrasib) 

ABOUT THIS TEST: The Agilent Resolution ctDx FIRST assay is a qualitative in vitro diagnostic test using targeted next-generation sequencing (NGS) to detect 

clinically-relevant sequence variations in genes using cell-free DNA (cfDNA) from a patient’s plasma sample. For In Vitro Diagnostic Use. 

FDA-Approved Content 

Page 1 of 4 



 

 

 

  

 

 

  

 

 

 

Agilent Resolution ctDx FIRST . . . . .•••. A ·1 ··•• ••·· g I ent 
Patient: Report Date: 
N/A 31 October 2022 

Indication: Subject ID: 
Non-Small Cell Lung Cancer N/A 

Resolution Bioscience, a part of Agilent 550 Kirkland Way, STE L100, Kirkland, WA 98033 

CLIA: 50D2086354 NPI: 1598151276 
Email: resolution.support@agilent.com Phone: +1 (800) 424-5444 Fax: +1 (425) 867-0580 

Report Type: ••••• . . . .. 
Patient Report 

Made with the Use of OncoKB™ 

INTENDED USE 

The Agilent Resolution ctDx FIRST assay is a qualitative next generation sequencing-based, in vitro diagnostic test that uses targeted hybrid-capture 

sequencing technology to detect and report single nucleotide variants (SNVs) and deletions in two genes. The Agilent Resolution ctDx FIRST assay utilizes 

circulating cell-free DNA (cfDNA) isolated from plasma of peripheral whole blood collected in Streck Cell-Free DNA Blood Collection Tubes (BCTs). The 

test is intended as a companion diagnostic to identify patients with non-small cell lung cancer (NSCLC) who may benefit from treatment with the targeted 

therapy listed in Table 1, in accordance with the approved therapeutic labeling. 

Table 1. Companion Diagnostic Indication 

Non-small cell lung cancer (NSCLC) KRAS G12C KRAZATITM (adagrasib) 

Indication Biomarker Therapy 

A negative result from a plasma specimen does not assure that the patient’s tumor is negative for genomic findings. Patients with NSCLC who are 

negative for the biomarker listed in Table 1 should be reflexed to tissue biopsy testing for Table 1 biomarker using an FDA-approved tumor test, if feasible. 

Additionally, the test is intended to provide tumor mutation profiling for SNVs and deletions in the EGFR gene to be used by qualified health care 

professionals in accordance with professional guidelines in oncology for patients with NSCLC. The test is for use with patients with previously diagnosed 

with NSCLC and in conjunction with other laboratory and clinical findings. 

Genomic findings other than those listed in Table 1 are not prescriptive or conclusive for labeled use of any specific therapeutic product. 

The Agilent Resolution ctDx FIRST assay is a single-site assay performed at Resolution Bioscience, Inc. 

WARNINGS AND PRECAUTIONS 

 Alterations reported may include somatic (not inherited) or germline (inherited) alterations; however, the test does not distinguish between germline and 

somatic alterations. If a reported alteration is suspected to be germline, confirmatory testing should be considered in the appropriate clinical context. 

 Patients for whom no companion diagnostic alteration is detected should be considered for confirmation with an FDA-approved tumor tissue test, if 

available. 

 When collecting the whole blood in the Streck Cell Free BCT® collection tube, allow the tube to fill completely until blood stops flowing into the tube. 

Underfilling of tubes with less than 10 mL of whole blood (bottom of the label indicates 5 mL fill when tube is held vertically) may lead to incorrect 

analytical results or poor product performance. The tube has been designed to fill with 10 mL of blood. 

LIMITATIONS 

 For in vitro diagnostic use. 

 For prescription use only. This test must be ordered by a qualified medical professional in accordance with clinical laboratory regulations. 

 The efficacy of KRAZATITM (adagrasib) has not been established in patients whose KRAS G12C mutations are <0.10% VAF. 

 The test is not intended to be used for standalone diagnostic purposes. 

 A negative result does not preclude the presence of this variant in tumor tissue. 

 Decisions on patient care and treatment should be based on the independent medical judgment of the treating physician, taking into consideration all 

applicable information about the patient’s condition, such as patient and family history, physical examinations, information from other diagnostic tests, 

and patient preferences, in accordance with the standard of care. 

 Genomic findings other than those listed in Table 1 of the Intended Use are not prescriptive or conclusive for labeled use of any specific therapeutic product. 

 The test has not been reviewed by FDA to report tumor profiling genes or tumor types other than SNVs and deletions in the EGFR gene from NSCLC 

plasma specimens (please see Professional Services section). 

 This test is intended to be performed on specific serial number-controlled instruments by Resolution Bioscience, Inc. 

 Genomic findings from cfDNA may originate from circulating tumor DNA fragments, germline alterations, or nontumor somatic alterations, such as clonal 

hematopoiesis of indeterminate potential (CHIP). 

 The test is not intended to provide information on cancer predisposition. 

FDA-Approved Content 

Page 2 of 3 



  

 

 

 

 

 

 

 

 

 

  

 

 

 

Agilent Resolution ctDx FIRST . . . . .•••. A ·1 ··•• ••·· g I ent 
Patient: Report Date: Report Type: ••••• . . . .. 
N/A 31 October 2022 Patient Report 

Indication: Subject ID: 
Non-Small Cell Lung Cancer N/A 

QUALITY CONTROLS 

REFERENCES 

, Janne, et al., (2022) Adogrosib in Non-Small-Cell Lung Cancer Harboring a KRASG12c Mutation. N Engl J Med. 2022; 387:120-131 (PMID: 35658005) 

, Sabori, et al., (2022) Activity of Adogrosib (MRTX849) in Brain Metastases: Preclinical Models and Clinical Doto from Patients with KRASG12C-Mutont 
Non-Small Cell Lung Cancer. Clin Cancer Res. 2022 Aug 2;28(15):3318-3328. (PMID: 35404402) 

, Ou , et al. , (2022) First-in-Human Phase 1/18 Dose-Finding Study of Adogrosib (MRTX849) in Patients With Advanced KRASG12C Solid Tumors (KRYSTAL-1). J 
Clin Oneal. 2022 Aug 10;40(23):2530-2538. (PMID: 35167329) 

, Awad, et al., (2021) Acqui red Resistance to KRASG12c Inhibition in Cancer. N Engl J Med. 2021 Jun 24;384(25):2382-2393. 

, Chokrovorty et al., (2017) OncoKB: A Precision Oncology Knowledge Bose. JCO Precision Oncology. 2017:1, 1-16 (PMID: 28890946) 

ANALYSIS VERSION 

Resolution Bioscience, a part of Agilent 550 Kirkland Way, STE L100, Kirkland, WA 98033 

CLIA: 50D2086354 NPI: 1598151276 
Email: resolution.support@agilent.com Phone: +1 (800) 424-5444 Fax: +1 (425) 867-0580 Made with the Use of OncoKB™ 

CATEGORY DEFINITIONS 

The test report includes genomic findings reported in the following categories: 

Category 

Prescriptive Use 

for Therapeutic 

Product 

Clinical 

Performance 

Analytical 

Performance 
Description 

Category 1: Companion 

Diagnostic (CDx) 
YES YES YES 

ctDNA biomarkers linked to the safe and effective use of the 

corresponding therapeutic product, for which Resolution Bioscience 

has demonstrated clinical performance shown to support efficacy 

and strong analytical performance for the biomarker. 

Category 2: ctDNA 

Biomarkers with Strong 
No No 

ctDNA biomarkers with strong evidence of clinical significance 

presented by other FDA-approved companion diagnostics for which 

Evidence of Clinical Resolution Bioscience has demonstrated analytical reliability and 

Significance accuracy but not clinical performance. 

YES 

PERFORMANCE CHARACTERISTICS 

For performance characteristics, refer to the Agilent Resolution ctDx FIRST Technical Information. Clinical Performance has not been established for biomarkers in 

Category 2.  

Multiple quality measures are applied by the Agilent Resolution ctDx FIRST assay during processing and analysis of a patient sample, including: 

 Sample Processing QCs: Within the Resolution Bioscience CLIA lab, quality metrics related to plasma and cell-free DNA input parameters are monitored on 

a per-sample basis, as well as amplification concentrations of genomic libraries and target-captured sequencing libraries created in preparation for 

sequencing a patient sample. A patient sample must pass these quality metrics to be processed and sequenced as part of the Agilent Resolution ctDx FIRST 

assay. 

 Sequence Data Analysis QCs: The assay software performs an automated inspection of sequence data quality to ensure high quality analysis of a 

patient’s sample for potential genetic variants. Prior to variant identification, the assay software verifies data suitability for analysis, sequence read quality, 

and overall data quality. During automated variant identification and variant analysis, the assay software verifies that patient’s sequence data has 

sufficient probe coverage and sufficient sequence coverage uniformity and depth, in addition to meeting acceptance criteria for no or very low 

contamination. A patient sample must pass these sequence data analysis QCs before its variant, if detected, can be reported. 

(PMID: 34161704) 

Assay Software: Agilent Resolution ctDx FIRST v1.3.0  | Pipeline: ctDx FIRST Pipeline v1.0.0  | Report Template: ctDx FIRST Report v1.2.0 

FDA-Approved Content 
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Agilent Resolution ctDx FIRST . . . .•••. A ·1 ··•• ••·· g I ent ••••• Patient: Report Date: Report Type: . . . .. 
N/A 31 October 2022 Patient Report 

Indication: Subject ID: 
Non-Small Cell Lung Cancer N/A 

Patient Physician Specimen 

NAME: N/A 
DATE OF BIRTH: N/A 
SEX: N/A 
MEDICAL RECORD#: N/A 

ORDERING PHYSICIAN: N/A 
NPI: N/A 

COMPANION DIAGNOSTIC ASSOCIATED FINDINGS 

Resolution Bioscience, a part of Agilent 550 Kirkland Way, STE L 100, Kirkland, WA 98033 

CLIA: 50D2086354 NPI: 1598151276 
Email: resolution.support@agilent.com Phone: +1 (800) 424-5444 Fax: +1 (425) 867-0580 

SAMPLE TYPE: 
COLLECTION DATE: 10 September 2020 
ACCESSION DATE: 10 December 2021 
SPECIMEN ID: 
TUMOR TYPE: Non-Smoll Cell Lung Concer 

Made with the Use of OncoKB'" 

Plasma 

BXXXXXX-X 

Biomarker Status FDA-Approved Therapy 

KRAS G12C * Detected KRAZATITM (adagrasib) 

* The VAF for KRAS G12C detection in this patient is <0.10%. 
Please refer to the Limitations section. 

ABOUT THIS TEST: The Agilent Resolution ctDx FIRST assay is a qualitative in vitro diagnostic test using targeted next-generation sequencing (NGS) to detect 

clinically-relevant sequence variations in genes using cell-free DNA (cfDNA) from a patient’s plasma sample. For In Vitro Diagnostic Use. 

FDA-Approved Content 
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Agilent Resolution ctDx FIRST . . . . .•••. A ·1 ··•• ••·· g I ent 
Patient: Report Date: 
N/A 31 October 2022 

Indication: Subject ID: 
Non-Small Cell Lung Cancer N/A 

Resolution Bioscience, a part of Agilent 550 Kirkland Way, STE L100, Kirkland, WA 98033 

CLIA: 50D2086354 NPI: 1598151276 
Email: resolution.support@agilent.com Phone: +1 (800) 424-5444 Fax: +1 (425) 867-0580 

Report Type: ••••• . . . .. 
Patient Report 

Made with the Use of OncoKB™ 

INTENDED USE 

The Agilent Resolution ctDx FIRST assay is a qualitative next generation sequencing-based, in vitro diagnostic test that uses targeted hybrid-capture 

sequencing technology to detect and report single nucleotide variants (SNVs) and deletions in two genes. The Agilent Resolution ctDx FIRST assay utilizes 

circulating cell-free DNA (cfDNA) isolated from plasma of peripheral whole blood collected in Streck Cell-Free DNA Blood Collection Tubes (BCTs). The 

test is intended as a companion diagnostic to identify patients with non-small cell lung cancer (NSCLC) who may benefit from treatment with the targeted 

therapy listed in Table 1, in accordance with the approved therapeutic labeling. 

Table 1. Companion Diagnostic Indication 

Non-small cell lung cancer (NSCLC) KRAS G12C KRAZATITM (adagrasib) 

Indication Biomarker Therapy 

A negative result from a plasma specimen does not assure that the patient’s tumor is negative for genomic findings. Patients with NSCLC who are 

negative for the biomarker listed in Table 1 should be reflexed to tissue biopsy testing for Table 1 biomarker using an FDA-approved tumor test, if feasible. 

Additionally, the test is intended to provide tumor mutation profiling for SNVs and deletions in the EGFR gene to be used by qualified health care 

professionals in accordance with professional guidelines in oncology for patients with NSCLC. The test is for use with patients with previously diagnosed 

with NSCLC and in conjunction with other laboratory and clinical findings. 

Genomic findings other than those listed in Table 1 are not prescriptive or conclusive for labeled use of any specific therapeutic product. 

The Agilent Resolution ctDx FIRST assay is a single-site assay performed at Resolution Bioscience, Inc. 

WARNINGS AND PRECAUTIONS 

 Alterations reported may include somatic (not inherited) or germline (inherited) alterations; however, the test does not distinguish between germline and 

somatic alterations. If a reported alteration is suspected to be germline, confirmatory testing should be considered in the appropriate clinical context. 

 Patients for whom no companion diagnostic alteration is detected should be considered for confirmation with an FDA-approved tumor tissue test, if 

available. 

 When collecting the whole blood in the Streck Cell Free BCT® collection tube, allow the tube to fill completely until blood stops flowing into the tube. 

Underfilling of tubes with less than 10 mL of whole blood (bottom of the label indicates 5 mL fill when tube is held vertically) may lead to incorrect 

analytical results or poor product performance. The tube has been designed to fill with 10 mL of blood. 

LIMITATIONS 

 For in vitro diagnostic use. 

 For prescription use only. This test must be ordered by a qualified medical professional in accordance with clinical laboratory regulations. 

 The efficacy of KRAZATITM (adagrasib) has not been established in patients whose KRAS G12C mutations are <0.10% VAF. 

 The test is not intended to be used for standalone diagnostic purposes. 

 A negative result does not preclude the presence of this variant in tumor tissue. 

 Decisions on patient care and treatment should be based on the independent medical judgment of the treating physician, taking into consideration all 

applicable information about the patient’s condition, such as patient and family history, physical examinations, information from other diagnostic tests, 

and patient preferences, in accordance with the standard of care. 

 Genomic findings other than those listed in Table 1 of the Intended Use are not prescriptive or conclusive for labeled use of any specific therapeutic product. 

 The test has not been reviewed by FDA to report tumor profiling genes or tumor types other than SNVs and deletions in the EGFR gene from NSCLC 

plasma specimens (please see Professional Services section). 

 This test is intended to be performed on specific serial number-controlled instruments by Resolution Bioscience, Inc. 

 Genomic findings from cfDNA may originate from circulating tumor DNA fragments, germline alterations, or nontumor somatic alterations, such as clonal 

hematopoiesis of indeterminate potential (CHIP). 

 The test is not intended to provide information on cancer predisposition. 
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Agilent Resolution ctDx FIRST . . . . .•••. A ·1 ··•• ••·· g I ent 
Patient: Report Date: Report Type: ••••• . . . .. 
N/A 31 October 2022 Patient Report 

Indication: Subject ID: 
Non-Small Cell Lung Cancer N/A 

QUALITY CONTROLS 

REFERENCES 

, Janne, et al., (2022) Adogrosib in Non-Small-Cell Lung Cancer Harboring a KRASG12c Mutation. N Engl J Med. 2022; 387:120-131 (PMID: 35658005) 

, Sabori, et al., (2022) Activity of Adogrosib (MRTX849) in Brain Metastases: Preclinical Models and Clinical Doto from Patients with KRASG12C-Mutont 
Non-Small Cell Lung Cancer. Clin Cancer Res. 2022 Aug 2;28(15):3318-3328. (PMID: 35404402) 

, Ou , et al. , (2022) First-in-Human Phase 1/18 Dose-Finding Study of Adogrosib (MRTX849) in Patients With Advanced KRASG12C Solid Tumors (KRYSTAL-1). J 
Clin Oneal. 2022 Aug 10;40(23):2530-2538. (PMID: 35167329) 

, Awad, et al., (2021) Acqui red Resistance to KRASG12c Inhibition in Cancer. N Engl J Med. 2021 Jun 24;384(25):2382-2393. 

, Chokrovorty et al., (2017) OncoKB: A Precision Oncology Knowledge Bose. JCO Precision Oncology. 2017:1, 1-16 (PMID: 28890946) 

ANALYSIS VERSION 

Resolution Bioscience, a part of Agilent 550 Kirkland Way, STE L100, Kirkland, WA 98033 

CLIA: 50D2086354 NPI: 1598151276 
Email: resolution.support@agilent.com Phone: +1 (800) 424-5444 Fax: +1 (425) 867-0580 Made with the Use of OncoKB™ 

CATEGORY DEFINITIONS 

The test report includes genomic findings reported in the following categories: 

Category 

Prescriptive Use 

for Therapeutic 

Product 

Clinical 

Performance 

Analytical 

Performance 
Description 

Category 1: Companion 

Diagnostic (CDx) 
YES YES YES 

ctDNA biomarkers linked to the safe and effective use of the 

corresponding therapeutic product, for which Resolution Bioscience 

has demonstrated clinical performance shown to support efficacy 

and strong analytical performance for the biomarker. 

Category 2: ctDNA 

Biomarkers with Strong 
No No 

ctDNA biomarkers with strong evidence of clinical significance 

presented by other FDA-approved companion diagnostics for which 

Evidence of Clinical Resolution Bioscience has demonstrated analytical reliability and 

Significance accuracy but not clinical performance. 

YES 

PERFORMANCE CHARACTERISTICS 

For performance characteristics, refer to the Agilent Resolution ctDx FIRST Technical Information. Clinical Performance has not been established for biomarkers in 

Category 2.  

Multiple quality measures are applied by the Agilent Resolution ctDx FIRST assay during processing and analysis of a patient sample, including: 

 Sample Processing QCs: Within the Resolution Bioscience CLIA lab, quality metrics related to plasma and cell-free DNA input parameters are monitored on 

a per-sample basis, as well as amplification concentrations of genomic libraries and target-captured sequencing libraries created in preparation for 

sequencing a patient sample. A patient sample must pass these quality metrics to be processed and sequenced as part of the Agilent Resolution ctDx FIRST 

assay. 

 Sequence Data Analysis QCs: The assay software performs an automated inspection of sequence data quality to ensure high quality analysis of a 

patient’s sample for potential genetic variants. Prior to variant identification, the assay software verifies data suitability for analysis, sequence read quality, 

and overall data quality. During automated variant identification and variant analysis, the assay software verifies that patient’s sequence data has 

sufficient probe coverage and sufficient sequence coverage uniformity and depth, in addition to meeting acceptance criteria for no or very low 

contamination. A patient sample must pass these sequence data analysis QCs before its variant, if detected, can be reported. 

(PMID: 34161704) 

Assay Software: Agilent Resolution ctDx FIRST v1.3.0  | Pipeline: ctDx FIRST Pipeline v1.0.0  | Report Template: ctDx FIRST Report v1.2.0 
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Agilent Resolution ctDx FIRST . . . .•••. A ·1 ··•• ••·· g I ent 
Patient: Report Date: Report Type: ••••• . . . 
N/A 19 October 2022 Patient Report 

Indication: Subject ID: 
Non-Small Cell Lung Cancer N/A 

Patient Physician Specimen 

NAME: N/A 
DATE OF BIRTH: N/A 
SEX: N/A 
MEDICAL RECORD#: N/A 

ORDERING PHYSICIAN: N/A 
NPI: N/A 

COMPANION DIAGNOSTIC ASSOCIATED FINDINGS 

Resolution Bioscience, a part of Agilent 550 Kirkland Way, STE L 100, Kirkland, WA 98033 

CLIA: 50D2086354 NPI: 1598151276 
Email: resolution.support@agilent.com Phone: +1 (800) 424-5444 Fax: +1 (425) 867-0580 

SAMPLE TYPE: 
COLLECTION DATE: N/A 
ACCESSION DATE: 27 March 2022 
SPECIMEN ID: 
TUMOR TYPE: Non-Small Cell Lung Cancer 

Made with the Use of OncoKB " 

Plasma 

BXXXXXX-X 

Biomarker Status FDA-Approved Therapy 

KRAS G12C Not detected None 

ABOUT THIS TEST: The Agilent Resolution ctDx FIRST assay is a qualitative in vitro diagnostic test using targeted next-generation sequencing (NGS) to detect 

clinically-relevant sequence variations in genes using cell-free DNA (cfDNA) from a patient’s plasma sample. For In Vitro Diagnostic Use. 

FDA-Approved Content 

Page 1 of 4 



 

 

  

 

 

 

 

 

  

 

Agilent Resolution ctDx FIRST . . . .•••. A ·1 ··•• ••·· g I ent 
Patient: Report Date: 
N/A 19 October 2022 

Indication: Subject ID: 
Non-Small Cell Lung Cancer N/A 

Resolution Bioscience, a part of Agilent 550 Kirkland Way, STE L100, Kirkland, WA 98033 

CLIA: 50D2086354 NPI: 1598151276 
Email: resolution.support@agilent.com Phone: +1 (800) 424-5444 Fax: +1 (425) 867-0580 

Report Type: ••••• . . . 
Patient Report 

Made with the Use of OncoKB™ 

INTENDED USE 

The Agilent Resolution ctDx FIRST assay is a qualitative next generation sequencing-based, in vitro diagnostic test that uses targeted hybrid-capture 

sequencing technology to detect and report single nucleotide variants (SNVs) and deletions in two genes. The Agilent Resolution ctDx FIRST assay utilizes 

circulating cell-free DNA (cfDNA) isolated from plasma of peripheral whole blood collected in Streck Cell-Free DNA Blood Collection Tubes (BCTs). The 

test is intended as a companion diagnostic to identify patients with non-small cell lung cancer (NSCLC) who may benefit from treatment with the targeted 

therapy listed in Table 1, in accordance with the approved therapeutic labeling. 

Table 1. Companion Diagnostic Indication 

Non-small cell lung cancer (NSCLC) KRAS G12C KRAZATITM (adagrasib) 

Indication Biomarker Therapy 

A negative result from a plasma specimen does not assure that the patient’s tumor is negative for genomic findings. Patients with NSCLC who are 

negative for the biomarker listed in Table 1 should be reflexed to tissue biopsy testing for Table 1 biomarker using an FDA-approved tumor test, if feasible. 

Additionally, the test is intended to provide tumor mutation profiling for SNVs and deletions in the EGFR gene to be used by qualified health care 

professionals in accordance with professional guidelines in oncology for patients with NSCLC. The test is for use with patients with previously diagnosed 

with NSCLC and in conjunction with other laboratory and clinical findings. 

Genomic findings other than those listed in Table 1 are not prescriptive or conclusive for labeled use of any specific therapeutic product. 

The Agilent Resolution ctDx FIRST assay is a single-site assay performed at Resolution Bioscience, Inc. 

WARNINGS AND PRECAUTIONS 

 Alterations reported may include somatic (not inherited) or germline (inherited) alterations; however, the test does not distinguish between germline and 

somatic alterations. If a reported alteration is suspected to be germline, confirmatory testing should be considered in the appropriate clinical context. 

 Patients for whom no companion diagnostic alteration is detected should be considered for confirmation with an FDA-approved tumor tissue test, if 

available. 

 When collecting the whole blood in the Streck Cell Free BCT® collection tube, allow the tube to fill completely until blood stops flowing into the tube. 

Underfilling of tubes with less than 10 mL of whole blood (bottom of the label indicates 5 mL fill when tube is held vertically) may lead to incorrect 

analytical results or poor product performance. The tube has been designed to fill with 10 mL of blood. 

LIMITATIONS 

 For in vitro diagnostic use. 

 For prescription use only. This test must be ordered by a qualified medical professional in accordance with clinical laboratory regulations. 

 The efficacy of KRAZATITM (adagrasib) has not been established in patients whose KRAS G12C mutations are <0.10% VAF. 

 The test is not intended to be used for standalone diagnostic purposes. 

 A negative result does not preclude the presence of this variant in tumor tissue. 

 Decisions on patient care and treatment should be based on the independent medical judgment of the treating physician, taking into consideration all 

applicable information about the patient’s condition, such as patient and family history, physical examinations, information from other diagnostic tests, 

and patient preferences, in accordance with the standard of care. 

 Genomic findings other than those listed in Table 1 of the Intended Use are not prescriptive or conclusive for labeled use of any specific therapeutic product. 

 The test has not been reviewed by FDA to report tumor profiling genes or tumor types other than SNVs and deletions in the EGFR gene from NSCLC 

plasma specimens (please see Professional Services section). 

 This test is intended to be performed on specific serial number-controlled instruments by Resolution Bioscience, Inc. 

 Genomic findings from cfDNA may originate from circulating tumor DNA fragments, germline alterations, or nontumor somatic alterations, such as clonal 

hematopoiesis of indeterminate potential (CHIP). 

 The test is not intended to provide information on cancer predisposition. 
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Agilent Resolution ctDx FIRST 
. . . . .•••. A ·1 ··•• ••·· g I ent 

Patient: Report Date: Report Type: ••••• . . . 
N/A 19 October 2022 Patient Report 

Indication: Subject ID: 
Non-Small Cell Lung Cancer N/A 

QUALITY CONTROLS 

REFERENCES 

, Janne, et al., (2022) Adogrosib in Non-Small-Cell Lung Cancer Harboring a KRASG12c Mutation. N Engl J Med. 2022; 387:120-131 (PMID: 35658005) 

, Sabori, et al., (2022) Activity of Adogrosib (MRTX849) in Brain Metastases: Preclinical Models and Clinical Doto from Patients with KRASG12C-Mutont 
Non-Small Cell Lung Cancer. Clin Cancer Res. 2022 Aug 2;28(15):3318-3328. (PMID: 35404402) 

, Ou, et al. , (2022) First-in-Human Phase 1/18 Dose-Finding Study of Adogrosib (MRTX849) in Patients With Advanced KRASG12C Solid Tumors (KRYSTAL-1). J 
Clin Oneal. 2022 Aug 10;40(23):2530-2538. (PMID: 35167329) 

, Awad, et al., (2021) Acquired Resistance to KRASG12c Inhibition in Cancer. N Engl J Med. 2021 Jun 24;384(25):2382-2393. 

, Chokrovorty et al., (2017) OncoKB: A Precision Oncology Knowledge Bose. JCO Precision Oncology. 2017:1, 1-16 (PMID: 28890946) 

ANALYSIS VERSION 

Resolution Bioscience, a part of Agilent 550 Kirkland Way, STE L100, Kirkland, WA 98033 

CLIA: 50D2086354 NPI: 1598151276 
Email: resolution.support@agilent.com Phone: +1 (800) 424-5444 Fax: +1 (425) 867-0580 Made with the Use of OncoKB™ 

CATEGORY DEFINITIONS 

The test report includes genomic findings reported in the following categories: 

Category 

Prescriptive Use 

for Therapeutic 

Product 

Clinical 

Performance 

Analytical 

Performance 
Description 

Category 1: Companion 

Diagnostic (CDx) 
YES YES YES 

ctDNA biomarkers linked to the safe and effective use of the 

corresponding therapeutic product, for which Resolution Bioscience 

has demonstrated clinical performance shown to support efficacy 

and strong analytical performance for the biomarker. 

Category 2: ctDNA 

Biomarkers with Strong 
No No 

ctDNA biomarkers with strong evidence of clinical significance 

presented by other FDA-approved companion diagnostics for which 

Evidence of Clinical Resolution Bioscience has demonstrated analytical reliability and 

Significance accuracy but not clinical performance. 

YES 

PERFORMANCE CHARACTERISTICS 

For performance characteristics, refer to the Agilent Resolution ctDx FIRST Technical Information. Clinical Performance has not been established for biomarkers in 

Category 2.  

Multiple quality measures are applied by the Agilent Resolution ctDx FIRST assay during processing and analysis of a patient sample, including: 

 Sample Processing QCs: Within the Resolution Bioscience CLIA lab, quality metrics related to plasma and cell-free DNA input parameters are monitored on 

a per-sample basis, as well as amplification concentrations of genomic libraries and target-captured sequencing libraries created in preparation for 

sequencing a patient sample. A patient sample must pass these quality metrics to be processed and sequenced as part of the Agilent Resolution ctDx FIRST 

assay. 

 Sequence Data Analysis QCs: The assay software performs an automated inspection of sequence data quality to ensure high quality analysis of a 

patient’s sample for potential genetic variants. Prior to variant identification, the assay software verifies data suitability for analysis, sequence read quality, 

and overall data quality. During automated variant identification and variant analysis, the assay software verifies that patient’s sequence data has 

sufficient probe coverage and sufficient sequence coverage uniformity and depth, in addition to meeting acceptance criteria for no or very low 

contamination. A patient sample must pass these sequence data analysis QCs before its variant, if detected, can be reported. 

(PMID: 34161704) 

Assay Software: Agilent Resolution ctDx FIRST v1.3.0  | Pipeline: ctDx FIRST Pipeline v1.0.0  | Report Template: ctDx FIRST Report v1.2.0 
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09 November 2022 

Plasma 

BXXXXXX-X 

Biomarker Status FDA-Approved Therapy 

KRAS G12C Not detected None 

OTHER BIOMARKERS IDENTIFIED IN PATIENT 

Results reported in this section are not prescriptive or conclusive for labeled use of a specific therapeutic product. 
See Professional Services Section for additional information. 

ctDNA Biomarkers with Strong Evidence of Clinical Significance * 

Status Additional Information Variant 

  

    

  

. 
Agilent Resolution ctDx FIRST . . . .•••. A ·1 ··•• ••·· g I ent ••••• Patient: Report Date: Report Type: . . . .. 
N/A Patient Report 

Indication: Subject ID: 
Non-Small Cell Lung Cancer N/A 

Patient Physician Specimen 

NAME: N/A 
DATE OF BIRTH: N/A 
SEX: N/A 
MEDICAL RECORD#: N/A 

ORDERING PHYSICIAN: N/A 
NPI: N/A 

COMPANION DIAGNOSTIC ASSOCIATED FINDINGS 

Resolution Bioscience, a part of Agilent 550 Kirkland Way, STE L100, Kirkland, WA 98033 

CLIA: 50D2086354 NPI: 1598151276 
Email: resolution.support@agilent.com Phone: +1 (800) 424-5444 Fax: +1 (425) 867-0580 

SAMPLE TYPE: 
COLLECTION DATE: 10 September 2020 
ACCESSION DATE: 10 December 2021 
SPECIMEN ID: 
TUMOR TYPE: Non-Smoll Cell Lung Concer 

Made with the Use of OncoKB " 

EGFR L858R Detected See Professional Services section for additional information. 

EGFR T790M Detected See Professional Services section for additional information. 
. 

This section is limited to specific detected EGFR gene variants (EGFR L858R, EGFR T790M, and EGFR exon 19 deletions.) 
* Please refer below to Performance Characteristics and Category Definitions section for descriptions of categories. 

ABOUT THIS TEST: The Agilent Resolution ctDx FIRST assay is a qualitative in vitro diagnostic test using targeted next-generation sequencing (NGS) to detect 

clinically-relevant sequence variations in genes using cell-free DNA (cfDNA) from a patient’s plasma sample. For In Vitro Diagnostic Use. 
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Agilent Resolution ctDx FIRST . . . . .•••. A ·1 ··•• ••·· g I ent 
Patient: Report Date: 
N/A 

Indication: Subject ID: 
Non-Small Cell Lung Cancer N/A 

Resolution Bioscience, a part of Agilent 550 Kirkland Way, STE L100, Kirkland, WA 98033 

CLIA: 50D2086354 NPI: 1598151276 
Email: resolution.support@agilent.com Phone: +1 (800) 424-5444 Fax: +1 (425) 867-0580 

Report Type: ••••• . . . .. 
Patient Report 

Made with the Use of OncoKB™ 

09 November 2022 

INTENDED USE 

The Agilent Resolution ctDx FIRST assay is a qualitative next generation sequencing-based, in vitro diagnostic test that uses targeted hybrid-capture 

sequencing technology to detect and report single nucleotide variants (SNVs) and deletions in two genes. The Agilent Resolution ctDx FIRST assay utilizes 

circulating cell-free DNA (cfDNA) isolated from plasma of peripheral whole blood collected in Streck Cell-Free DNA Blood Collection Tubes (BCTs). The 

test is intended as a companion diagnostic to identify patients with non-small cell lung cancer (NSCLC) who may benefit from treatment with the targeted 

therapy listed in Table 1, in accordance with the approved therapeutic labeling. 

Table 1. Companion Diagnostic Indication 

Non-small cell lung cancer (NSCLC) KRAS G12C KRAZATITM (adagrasib) 

Indication Biomarker Therapy 

A negative result from a plasma specimen does not assure that the patient’s tumor is negative for genomic findings. Patients with NSCLC who are 

negative for the biomarker listed in Table 1 should be reflexed to tissue biopsy testing for Table 1 biomarker using an FDA-approved tumor test, if feasible. 

Additionally, the test is intended to provide tumor mutation profiling for SNVs and deletions in the EGFR gene to be used by qualified health care 

professionals in accordance with professional guidelines in oncology for patients with NSCLC. The test is for use with patients with previously diagnosed 

with NSCLC and in conjunction with other laboratory and clinical findings. 

Genomic findings other than those listed in Table 1 are not prescriptive or conclusive for labeled use of any specific therapeutic product. 

The Agilent Resolution ctDx FIRST assay is a single-site assay performed at Resolution Bioscience, Inc. 

WARNINGS AND PRECAUTIONS 

 Alterations reported may include somatic (not inherited) or germline (inherited) alterations; however, the test does not distinguish between germline and 

somatic alterations. If a reported alteration is suspected to be germline, confirmatory testing should be considered in the appropriate clinical context. 

 Patients for whom no companion diagnostic alteration is detected should be considered for confirmation with an FDA-approved tumor tissue test, if 

available. 

 When collecting the whole blood in the Streck Cell Free BCT® collection tube, allow the tube to fill completely until blood stops flowing into the tube. 

Underfilling of tubes with less than 10 mL of whole blood (bottom of the label indicates 5 mL fill when tube is held vertically) may lead to incorrect 

analytical results or poor product performance. The tube has been designed to fill with 10 mL of blood. 

LIMITATIONS 

 For in vitro diagnostic use. 

 For prescription use only. This test must be ordered by a qualified medical professional in accordance with clinical laboratory regulations. 

 The efficacy of KRAZATITM (adagrasib) has not been established in patients whose KRAS G12C mutations are <0.10% VAF. 

 The test is not intended to be used for standalone diagnostic purposes. 

 A negative result does not preclude the presence of this variant in tumor tissue. 

 Decisions on patient care and treatment should be based on the independent medical judgment of the treating physician, taking into consideration all 

applicable information about the patient’s condition, such as patient and family history, physical examinations, information from other diagnostic tests, 

and patient preferences, in accordance with the standard of care. 

 Genomic findings other than those listed in Table 1 of the Intended Use are not prescriptive or conclusive for labeled use of any specific therapeutic product. 

 The test has not been reviewed by FDA to report tumor profiling genes or tumor types other than SNVs and deletions in the EGFR gene from NSCLC 

plasma specimens (please see Professional Services section). 

 This test is intended to be performed on specific serial number-controlled instruments by Resolution Bioscience, Inc. 

 Genomic findings from cfDNA may originate from circulating tumor DNA fragments, germline alterations, or nontumor somatic alterations, such as clonal 

hematopoiesis of indeterminate potential (CHIP). 

 The test is not intended to provide information on cancer predisposition. 
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Agilent Resolution ctDx FIRST . . . . .•••. A ·1 ··•• ••·· g I ent 
Patient: Report Date: Report Type: ••••• . . . .. 
N/A Patient Report 

Indication: Subject ID: 
Non-Small Cell Lung Cancer N/A 

QUALITY CONTROLS 

REFERENCES 

, Janne, et al., (2022) Adogrosib in Non-Small-Cell Lung Cancer Harboring a KRASG12c Mutation. N Engl J Med. 2022; 387:120-131 (PMID: 35658005) 

, Sabori, et al., (2022) Activity of Adogrosib (MRTX849) in Brain Metastases: Preclinical Models and Clinical Doto from Patients with KRASG12C-Mutont 
Non-Small Cell Lung Cancer. Clin Cancer Res. 2022 Aug 2;28(15):3318-3328. (PMID: 35404402) 

, Ou, et al. , (2022) First-in-Human Phase 1/18 Dose-Finding Study of Adogrosib (MRTX849) in Patients With Advanced KRASG12C Solid Tumors (KRYSTAL-1). J 
Clin Oneal. 2022 Aug 10;40(23):2530-2538. (PMID: 35167329) 

, Awad, et al., (2021) Acquired Resistance to KRASG12c Inhibition in Cancer. N Engl J Med. 2021 Jun 24;384(25):2382-2393. 

, Chokrovorty et al., (2017) OncoKB: A Precision Oncology Knowledge Bose. JCO Precision Oncology. 2017:1, 1-16 (PMID: 28890946) 

ANALYSIS VERSION 

Resolution Bioscience, a part of Agilent 550 Kirkland Way, STE L100, Kirkland, WA 98033 
CLIA: 50D2086354 NPI: 1598151276 
Email: resolution.support@agilent.com Phone: +1 (800) 424-5444 Fox: +1 (425) 867-0580 Made with the Use of OncoKB" 

09 November 2022 

CATEGORY DEFINITIONS 

The test report includes genomic findings reported in the following categories: 

Category 

Prescriptive Use 

for Therapeutic 

Product 

Clinical 

Performance 

Analytical 

Performance 
Description 

Category 1: Companion 

Diagnostic (CDx) 
YES YES YES 

ctDNA biomarkers linked to the safe and effective use of the 

corresponding therapeutic product, for which Resolution Bioscience 

has demonstrated clinical performance shown to support efficacy 

and strong analytical performance for the biomarker. 

Category 2: ctDNA 

Biomarkers with Strong 
No No 

ctDNA biomarkers with strong evidence of clinical significance 

presented by other FDA-approved companion diagnostics for which 

Evidence of Clinical Resolution Bioscience has demonstrated analytical reliability and 

Significance accuracy but not clinical performance. 

YES 

PERFORMANCE CHARACTERISTICS 

For performance characteristics, refer to the Agilent Resolution ctDx FIRST Technical Information. Clinical Performance has not been established for biomarkers in 

Category 2.  

Multiple quality measures are applied by the Agilent Resolution ctDx FIRST assay during processing and analysis of a patient sample, including: 

 Sample Processing QCs: Within the Resolution Bioscience CLIA lab, quality metrics related to plasma and cell-free DNA input parameters are monitored on 

a per-sample basis, as well as amplification concentrations of genomic libraries and target-captured sequencing libraries created in preparation for 

sequencing a patient sample. A patient sample must pass these quality metrics to be processed and sequenced as part of the Agilent Resolution ctDx FIRST 

assay. 

 Sequence Data Analysis QCs: The assay software performs an automated inspection of sequence data quality to ensure high quality analysis of a 

patient’s sample for potential genetic variants. Prior to variant identification, the assay software verifies data suitability for analysis, sequence read quality, 

and overall data quality. During automated variant identification and variant analysis, the assay software verifies that patient’s sequence data has 

sufficient probe coverage and sufficient sequence coverage uniformity and depth, in addition to meeting acceptance criteria for no or very low 

contamination. A patient sample must pass these sequence data analysis QCs before its variant, if detected, can be reported. 
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