
Acumen 505 identifies somatic
mutations with high accuracy
and sensitivity

Product Features

Simplified Clinical Workflow

Rapid Turnaround | Actionable Insights

Development and Validation

Trustworthy: FDA cleared, and CE-IVD marked with overall 
clinical pass rate of 92.9%

Fast: results generated in 4-5 days via streamlined 6-hour 
hands-on workflow and automated bioinformatics that 
enable quick high-throughput runs

Actionable: 500+ solid tumor-related genes, including all 
FDA-approved and professional guidelines biomarkers, 
with easy-to-interpret results

Accessible: Local, community-based testing with simple
ordering and reporting.

Acumen 505 delivers rapid and actionable genomic insights for all patients with
advanced cancer. Utilizing an FDA-cleared and CE-IVD marked comprehensive to
ensure every patient has access to personalized treatment options.

A streamlined workflow allows for faster, more cost-effective access to reliable, high-quality, comprehensive
genomic profiling (CGP) insights.

Pan-Solid Tumor:  35 solid tumor types across 
9 organ systems 

Robust: >7,300 analytical samples tested

 Rigorous: 15,000 hours of sequencing time

 Accurate: 13 orthogonal methods used for
comparison, including PCR, IHC, FISH, 
RNA and DNA-based NGS approaches 
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Alteration Positive Predictive Value Negative Predictive Value

Local, Community-based NGS Testing

Overview of Performance across Genomic Alterations

Acumen 505 delivers rapid genomic insights without specimens or data ever leaving
our local community. Our IVD test automatically generates intuitive clinical reports
that guide personalized treatment decisions.

Eliminate delayed results from sending out specimens 
Access rapid comprehensive tumor genomic insights 
Personalize treatment decisions with confidence 
Explore new treatment options and clinical trial availability

EGFR Exon 19 Deletion

EGFR L858R

BRAF V600

Hotspot Sequence

Mutations Amplification

Translocation

Microsatellite Instability



Tumor Mutation Burden

100.0% 

100.0%

100.0%

93.4% 

93.0% 

95.0%

98.8%

Spearman

Correlation 0.903

100.0%

100.0%

95.7%

100.0%

92.9%

 98.0%

99.3%

Tested Range (Muts/Mb)

0.2 - 89.7

Assay Specifications

PGDx elio tissue complete is an FDA cleared and CE-IVD marked device for use in tumor profiling applications.

Accuracy of sequence mutations, comprising single nucleotide variants and insertion-deletions, were compared to two distinct orthogonal NGS
panels to assess concordance. Amplifications and translocations were compared to biomarker specific FISH assays and detection of
microsatellite instability was compared to PCR for concordance. Tumor mutation burden was correlated to whole-exome sequencing derived
mutation burden to assess accuracy. 

Sample requirements

Tumor purity minimum

Sample pass rate

DNA input required

Library prep hands-on time

Cases per sequencing run

Regions analyzed

Panel size

Read length

Average total coverage

Bioinformatics

Turnaround time

Tumor only, FFPE tissue

20%

92.9%

50 ng minimum; 100 ng recommended

6 hours (2-day workflow)

15 samples and 1 control 

Coding regions of 505 genes; non-coding regions 
for translocations

2.23 Mb total

2x150bp

2,300x

Patented PARE, Digital Karyotyping, and VariantDx

4-5 days
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SNVs & Indels

Variant

Breast

Gastric

Thyroid

Ovarian

Prostate

Central Nervous System (CNS)

MAF Range

Rectal

Melanoma

Non-Small Cell Lung Cancer
(NSCLC) Colon

Pancreatic

Solid Tumor

Gastro-Intestinal Stromal
Tumors (GISTs)

Amplifications, Translocations, & MSI

                     Variant                       LOD Tumor Purity




Intended Use 
The PGDx elio™ tissue complete assay is a qualitative in vitro diagnostic device that uses targeted next generation sequencing of DNA isolated from

formalin-fixed, paraffin-embedded tumor tissue from patients with solid malignant neoplasms to detect tumor gene alterations in a broad multi-gene
panel. PGDx elio tissue complete is intended to provide tumor mutation profiling information on somatic alterations (SNVs, small insertions and

deletions, one amplification and four translocations), microsatellite instability (MSI) and tumor mutation burden (TMB) for use by qualified healthcare

professionals in accordance with professional guidelines in oncology for previously diagnosed cancer patients and is not conclusive or prescriptive for
labeled use of any specific therapeutic product.

Market-leading Sensitivity Across Variant Types

Reportable Variants with Evidence of Clinical Significance

BRAF

RET

BRAF

H3F3A

IDH1

IDH2

ERBB2

PIK3CA

ERBB2

BRCA1/2

BRCA1/2

Amplification

V600E

K28M G34R, G34V

R132

R140Q, R172

V600E

A883F, C634, M918T

Hotspot SNVs

Non-hotspot SNVs

Indels at homopolymer context

Indels at non-homopolymer context

Deleterious Mutations

Deleterious Mutations

Amplification

C420R, E542K, E545A, 
Q546, H1047

EGFR

BRAF

KIT

ALK

BRAF

BRAF

KRAS

NRAS

ERBB2

KRAS

MET

RET

3.1% - 5.4%

6.3% - 17.8%

13.7% - 17.5%

6.1% - 10.9%

V600

D816H, D816Y, V825A

V600E

Exon 2, 3, and 4 Mutations

Exon 2, 3, and 4 Mutations

Translocations

V600E

G719, S768I, T790M, L858R, 
L861Q, Exon 19 Deletions, 

Exon 19 Insertions, 
Exon 20 Insertions

V659E, Exon 20 Deletions, 
Exon 20 Insertions

G12, G13

Exon 14, Splice Site Events

Translocations

BRAF

KRAS

NRAS

MSI

TMB

NTRK2

NTRK3

BRAF

KIT

PDGFRA

BRCA1/2

MSI-H

ERBB2 amplifications

 ALK translocations 

NTRK2 translocations 

NTRK3 translocations 

RET translocations

MSI-H/MSS

Muts/Mb

Translocations

Translocations

18.1%

4.4%

5.6%

30%

11.5%

12.8%

Deleterious Mutations

V600E

Exon 2, 3, and 4 Mutations

Exon 2, 3, and 4 Mutations

V600E

V825A, Exon 9 Mutations, 
Exon 11 Mutations


V561D, D842V
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SNVs and Indels (505)

Amplifications - in IVD Mode (1)

Translocations - in IVD Mode (4) Translocations - in RUO Mode (16)

Amplifications - in RUO Mode (27)

Gene Panel 
Proprietary method for MSI and TMB. Full coding and specific intron analyses in 505 well-characterized cancer genes.

ALK
RET

ERBB2

NTRK2
NTRK3

AXL
BRAF

AXL
BRCA1
BRCA2

EGFR
ETV4

CCND1
CCND2
CCND3

CCNE1
CD274
CDK4

ETV6
EWSR1

EGFR
FGFR1
FGFR2

FGFR1
FGFR2

FGFR3
FGFR4
KDR

FGFR3
MYC

KIT
MDM
2 MET

NTRK1
PDGFRA

MLH1
MSH2
MYC

PDGFRB
RAF1

MYCN
PALB2
PDGFRA

ROS1
TMPRSS2

PIK3CA
PIK3CB
PIK3R1
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