
The therascreen® PDGFRA RGQ PCR Kit 

GIST treatment decisions you can  
have confidence in
The therascreen PDGFRA RGQ PCR Kit – a clinically validated IVD test to help identify gastrointestinal 
stromal tumor (GIST) patients who may be eligible for treatment with AYVAKYT® (avapritinib)

Testing for the D842V driver mutation in the PDGFRA gene helps enable oncologists to make well-informed 
TKI (tyrosine kinase inhibitor) treatment decisions for patients with unresectable or metastatic GISTs.  
Our therascreen PDGFRA RGQ PCR Kit delivers:

•	Reliable detection of the D842V mutation in the PDGFRA gene

•	Ready-to-use kit with a simple workflow and next-day lab results

•	Automated data analysis using Rotor-Gene AssayManager® software

Sample to Insight



Reliable detection of PDGFRA D842V mutation is the key to personalized 
targeted therapy

Gastrointestinal stromal tumors (GISTs) are the  
most common sarcoma of the GI tract (1).  
Globally, there are about 10–15 cases per  
1 million people (2).

PDGFRA gene mutations are the second most 
common in GIST cases, after KIT gene mutations, 
and are seen in about 10–15% of GISTs (3, 4). 
More specifically, an exon 18 D842V substitution  
is found in up to 75% of all PDGFRA-mutated  
tumors (3).

AYVAKYT (avapritinib), an approved TKI targeted 
at GISTs with the PDGFRA D842V mutation, has 
helped enable personalized treatment for this 
subgroup of patients (5).

The therascreen PDGFRA RGQ PCR Kit is  
a CE-marked, IVD certified assay for the 
identification of patients with GISTs who  
may be eligible for treatment with AYVAKYT 
(avapritinib), based on a PGDFRA D842V 
mutation-detected result. 

FFPE sample DNA extraction

• QIAamp® DSP DNA FFPE 
 Tissue Kit (cat. no. 60404)

Detection

• therascreen PDGFRA RGQ PCR
 Kit (cat. no. 874911)

Analysis

• Rotor-Gene Q MDx 5plex 
 HRM Instrument

• Rotor-Gene AssayManager

• Rotor-Gene Q therascreen 
 PDGFRA Assay Package

Sample to Insight® workflow

•�DNA extraction from GIST FFPE tissue is 
performed using the QIAamp® DSP DNA  
FFPE Tissue Kit 

•�Sensitive real-time PCR is performed on the 
Rotor-Gene® Q MDx 5plex HRM instrument  
with automated data analysis using Rotor-Gene 
AssayManager software

•Qualitative results are displayed by the software
•�The 8-hour workflow provides next-day lab 

results, enabling faster treatment decisions

Learn more about PDGFRA in GIST at www.qiagen.com/GIST
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Clinical performance 

The therascreen PDGFRA RGQ PCR Kit helps 
enable the selection of PDGFRA D842V-positive 
GIST patients who could receive clinically 
meaningful benefit from treatment with AYVAKYT 
(avapritinib). The drug effectiveness was evaluated 
in Clinical Study BLU-285-1101 and data from the 
bridging study is used to support the clinical validity 
of the therascreen PDGFRA RGQ PCR Kit as a 
companion diagnostic test (6).

Clinical study supporting use of AYVAKYT 
(avapritinib)
The Clinical Study BLU-285-1101 was an open-
label, multicenter, international, Phase 1, first-in-
human (FIH) study to evaluate the safety and 
efficacy of AYVAKYT (avapritinib) in adult patients 
with unresectable or metastatic GIST. The study was 
expanded to include patients with advanced GIST 
based on encouraging initial efficacy observed in 
dose escalation. 

The study enrolled 237 patients with or without  
a mutation in the PDGFRA gene. Of these,  
204 patients were treated with at least one  
dose of either 300 mg or 400 mg of AYVAKYT 
(avapritinib) once daily.

In the 300/400 mg starting dose group, 31 patients 
had PDGFRA D842V mutations identified by the 
QIAGEN CTA assay. Among them, 29 had confirmed 
complete response (CR) or partial response (PR) 

based on central radiology review for an ORR of 94% 
(95% CI: 78.6%, 99.2%). Best response for these 31 
patients was CR in two patients, PR in 27 patients, and 
stable disease (SD) in two patients, for a clinical 
benefit rate (CBR) of 100%.

The BLU-285-1101 study met its primary objective, 
demonstrating treatment with AYVAKYT (avapritinib) 
provides meaningful clinical benefit to PDGFRA 
D842V-mutant GIST patients, as measured by ORR.

Concordance between CDx assay and CTA 
(Bridging study)
In the BLU-285-1101 study, the PDGFRA D842V 
mutation status for screening and enrolment of 
patients was determined by a clinical trial assay 
(CTA). Concordance between the therascreen 
PDGFRA RGQ PCR Kit (CDx) and the CTA was 
assessed on DNA extracted from GIST FFPE 
samples from 154 patients in study BLU-285-1101. 
Of the 154 samples, 147 gave a valid therascreen 
PDGFRA RGQ PCR Kit result (CDx-evaluable 
patients). The estimated PPA, NPA and OPA 
between the therascreen PDGFRA RGQ PCR Kit 
and the CTA (with CTA as reference method) for all 
CDx-testable patients are detailed in Table 1. 

The result of 94.16% OPA met the study acceptance 
criteria of ≥80%. The therascreen PDGFRA RGQ 
PCR Kit demonstrated overall agreement of 98.64% 
(95% CI: 95.17, 99.83) for CDx-evaluable patients.

Measure of  
agreement

Frequencies 
percent agreement

Percent 
agreement

Lower two-sided 
95% confidence limit†

Upper two-sided 
95% confidence limit†

Overall percent agreement 145/154 94.16% 89.20% 97.29%

Positive percent agreement 40/43 93.02% 80.94% 98.54%

Negative percent agreement 105/111 94.59% 88.61% 97.99%

Table 1. Measures of agreement between CDx and CTA*

* CTA as reference method and CDx-evaluable patients 
 † Clopper-Pearson (Exact) Binomial
The result of 94.16% OPA met the study acceptance criteria of ≥80% 

GIST treatment decisions you can have confidence in  01/2024	�  3
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The therascreen PDGFRA RGQ PCR Kit is intended for in vitro diagnostic use. 

For up-to-date licensing information and product-specific disclaimers, see the respective QIAGEN kit instructions for use or user  

operator manual. QIAGEN instructions for use and user manuals are available at www.qiagen.com or can be requested from  

QIAGEN Technical Services (or your local distributor).
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Ordering Information

Product Contents Cat. no.

therascreen PDGFRA RGQ PCR Kit (24) For 24 reactions: Reaction mix, Positive Control,  
No-Template Control, Dilution Water, Taq DNA Polymerase

874911

Rotor-Gene Q therascreen PDGFRA  
Assay Package 

Software protocol package for use with the therascreen PDGFRA 
RGQ PCR Kit and Rotor-Gene Q MDx 5plex HRM instrument 
Compatible with Rotor-Gene Q software version 2.1 or later

902381

Rotor-Gene Q MDx 5plex HRM and accessories

Rotor-Gene Q MDx 5plex HRM Platform Real-time PCR cycler and High Resolution Melt analyzer with  
5 channels (green, yellow, orange, red, crimson) plus HRM 
channel, laptop computer, software, and accessories. 

9002032

Rotor-Gene Q MDx 5plex HRM System Real-time PCR cycler and High Resolution Melt analyzer with  
5 channels (green, yellow, orange, red, crimson) plus HRM 
channel, laptop computer, software, accessories, 1-year 
warranty on parts and labor, installation and training

9002033

Related products

QIAamp DSP DNA FFPE Tissue Kit (50) For 50 DNA preps: 50 QIAamp MinElute® Columns,  
Proteinase K, Buffers and Collection Tubes (2 mL)

60404
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