
EVALUATING POTENTIAL APPLICATIONS OF 
ILLUMINA TruSightTM Oncology 500 (NGS) ASSAYS 

Request for Proposals, February 2022 (RFPONC2022) 
 
Background  
Illumina has launched globally the TruSightTM Oncology 500 (TSO 500) tissue and circulating tumor DNA 
(ctDNA) assays, which are for Research Use Only (RUO) and not for use in diagnostic procedures. These next-
generation sequencing (NGS) assay kits are available for oncology research: 

• The TSO 500 NGS assays enable in-house, pan-cancer comprehensive genomic profiling of tumor 
samples from FFPE tissues and plasma. TSO 500 contains DNA + RNA assay targeting 523 genes for 
assessment of all DNA and RNA variant types (TSO 500 ctDNA assay is a DNA only test). It supports 
identification of all relevant DNA and RNA variants implicated in various solid tumor types. In 
addition, it accurately measures key current immuno-oncology biomarkers: microsatellite instability 
(MSI) and tumor mutational burden (TMB).  

 
This request for proposal (RFP) solicits investigator sponsored clinical research projects to evaluate potential 
applications of the TSO 500 tissue and ctDNA assays in North America and Asia Pacific Japan regions. 
Proposals should be focused on solid tumors, including lung, breast, colorectal, prostate, bladder, head-neck, 
gastric-esophageal, and cancers of unknown primary (CUP).  Both retrospective and prospective studies will 
be considered. 
    
This call for proposals seeks studies to assess: 

1. The potential clinical utilities of decentralized comprehensive genomic profiling (CGP) of tumor 
tissue and liquid biopsy samples in localized and advanced stage cancers.  
 

2. The potential improvement in diagnostic yield by testing tumor tissue and ctDNA simultaneously or 
sequentially (concordance between tumor tissue and plasma can be part of the study). 
 

3. The detection of splice variant, gene fusion and signature biomarker, such as TMB, MSI, in tumor 
tissue and plasma. 

 
We seek proposals that:  

• Demonstrate the advantage of in-house (decentralized) CGP testing vs test-send-out for tumor tissue 
or ctDNA analysis or both. 

• Exhibit the utility of liquid biopsy (e.g. faster turn-around time and time to therapy) in certain patient 
populations and disease indications, such as tumor accessibility or patient unfit for biopsy, limited 
tumor biopsy sample, and bone only metastasis (Studies that indicate the concordance or the reflex 
nature of tissue/liquid CGP assays in major cancer type). 

• Establish the incremental benefit of tumor tissue testing in conjunction with liquid biopsy. 
• Illustrate the benefit of splice variant and fusion gene detection with DNA + RNA workflow and gene 

signature biomarker identification with the large and comprehensive NGS panel. 
 
We will not consider funding for:  

• Studies that focus on cancer screening or disease monitoring using circulating DNA 
• Studies that are in the hematological malignancy space  

 
Timeline: 

• Proposals are due by April 15th and/or September 15th. 
• Proposals can be submitted immediately and will be evaluated on a rolling basis.   
• Proposals will be reviewed by Illumina internal experts and be evaluated based on the scientific 

merits of the proposals, and a decision will be made by May 15th or October 15th, 2022. 
• Study protocol is required at the time of contracting for accepted proposal 
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Funding Requests: 

In Scope Out of Scope 

TSO 500 kits and sequencing reagents Overhead cost 

Study cohorts are properly powered for the 
objectives 

Resources to support activities related to the study 
such as sample collection, data collection, and data 

analysis.  
Have the expertise of running NGS assays 

(with equipment such as Covaris E220evolution, 
LE220, or ME220) 

Core funding for research, lab and clinical personnel 
participating in the study. 

Proposals will be evaluated relative to similar activities in other regions and geographies.  TSO 500 
kits and sequencing reagent will be provided in kind relative to value.                                           

 
To Apply:  Please submit the attached Study Proposal Template and email to iResearch@illumina.com:  
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TruSightTM Oncology 500 tissue and ctDNA assay description 
 
TruSightTM Oncology 500 (TSO 500) is a next-generation sequencing (NGS) assay that enables in-
house comprehensive genomic profiling of tumor samples. It supports identification of all relevant 
DNA and RNA variants implicated in various solid tumor types. In addition, it accurately measures 
key current immuno-oncology biomarkers: microsatellite instability (MSI) and tumor mutational 
burden (TMB). 
 
TSO 500 has pan-cancer biomarker content aligned with key guidelines and clinical trials, and the 
DNA + RNA assay targeting 523 genes for assessment of all DNA and RNA variant types, plus MSI 
and TMB.  
 
TruSightTM Oncology ctDNA is a pan-cancer next-generation sequencing (NGS) assay that enables 
in-house comprehensive genomic profiling (CGP) from blood plasma. 
 
The broad panel is designed with similar DNA content as its tissue counterparts (TruSightTM 
Oncology 500 and TruSightTM Oncology 500 High-Throughput), it detects SNVs, Indels, CNVs, fusion, 
and key immuno-oncology (IO) biomarkers. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



EVALUATING POTENTIAL APPLICATIONS OF 
ILLUMINA TruSightTM Oncology 500 (NGS) ASSAYS 

Request for Proposals, February 2022 (RFPONC2022) 
 
TruSightTM Oncology 500 tissue and ctDNA assay Gene List 
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