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COVID-19 RT-PCR Direct Assay 

 

 BioGenex launches COVID-19 RT-PCR Direct Assay a real-time RT-PCR test 

intended for the qualitative detection of SARS-CoV-2, directly without RNA 

extraction step, in nasopharyngeal swabs collected in commercially available Viral 

Transport Media (VTM). 

 The COVID-19 RT-PCR Direct is a molecular in vitro diagnostic test that aids in 

the detection of SARS-CoV-2 and is based on widely used nucleic acid amplification 

technology. 

 This test uses specific fluorescent probes and primers to detect two specific regions 

(N1 & N2) within the novel coronavirus (SARS-CoV-2) nucleocapsid (N) gene. 

 Periodic assessments against emerging respiratory diseases have shown that 

BioGenex current diagnostic tests for detecting SARS-CoV-2 infections remain 

accurate and effective.  

 The test runs on widely used RT-PCR systems and is for research use only and not 

for the diagnostic purposes. 

BioGenex is announcing the launch of the COVID-19 RT-PCR Direct, a molecular in vitro 

diagnostic test that aids in the detection of SARS-CoV-2 and is based on widely used nucleic 

acid amplification technology. This test analyzes nasopharyngeal samples in VTM directly 

without the need for RNA extraction step. This research use only laboratory test help scientists 

for rapid tracking of disease prevalence and aid in treatment insight (e.g. hospital beds, oxygen 

ventilators and expensive medications) for healthcare systems in making appropriate measures to 

combat COVID-19. 

 

There are many challenges associated with ramping up testing capacity, due to supply chain 

delays and shortage of extraction reagents, this situation call-up for alternative protocols to 

ensure the continuity of testing in laboratories. Due to an increased demand in SARS-CoV-2 

screenings, alternative protocols with similar sensitivity is required said Krishan Kalra, CEO 

BioGenex. “Sustained surveillance is essential for public health. Our latest tests reduce the cost 



of testing and turnaround time for the result. 

About Coronoviruses and COVID-19 

Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) defined as the causal agent of 

Coronavirus Disease 2019 (COVID-19). The virus has spread globally, and COVID-19 was 

declared a pandemic by the World Health Organization (WHO) in March 2020. As an emerging 

acute respiratory infectious disease, COVID-19 primarily spreads through the respiratory tract, 

by droplets, respiratory secretions, and direct contact. Early and accurate diagnosis of COVID-19 

— the disease caused by an infection with the new coronavirus — is critical to curbing its spread 

and improving health outcomes. In concern to the present scenario, India is currently 

experiencing a massive COVID-19 surge. The daily case count has crossed the 400,000 plus-

mark, and the country has already reported the highest number of daily new cases with daily 

4000 death  in the world for the last two days – and all this despite limited testing. 

About COVID-19 RT-PCR Direct Assay 

Polymerase chain reaction (PCR) testing remains the primary COVID-19 diagnostic testing 

method. The COVID-19 RT-PCR Direct is a real-time reverse transcription polymerase chain 

reaction (RT-PCR) test that analyzes nasopharyngeal samples in VTM directly without the need 

for RNA extraction step. The Direct- RT-PCR assay detects SARS-CoV-2 virus in less than 90 min 

while maintaining the high sensitivity and specificity required of diagnostic tools. Direct RT-PCR 

method is cost effective, easy to implement with no requirement of new kits and existing 

manpower can perform this with no additional training and hence could make a significant 

contribution to ramping up the testing capacity. 

COVID-19 RT-PCR Direct kit has been designed and validated consistent with CDC's 

recommended primers and probes. COVID-19 RT-PCR Direct kit will be manufactured in 

compliance with ISO 13485. BioGenex is committed to providing additional diagnostic tests as 

needed based on regular assessments of the infectious disease landscape. 

About BioGenex’s response to the COVID-19 pandemic 

As a leading diagnostic and molecular pathology company we are doing all we can to support 

countries in minimizing the impact of COVID-19. We have developed a growing number of 

diagnostic solutions that help to detect and diagnose the infection in patients. We continue to 

identify, develop and support potential diagnostics which can play a role in detecting the disease.  

We understand the health complexities of COVID-19 infection and its impact on patients 

emotional wellbeing, which is why we are working with healthcare providers, laboratories, 



authorities and organizations to help make sure that patients continue to receive the tests, 

treatment and care they need during these challenging times. As we learn from the pandemic, we 

are partnering with concerned organizations to understand and strengthen our diagnostic 

portfolio to develop-deliver reliable and sustainable diagnostic solutions in the future. 

 

 

Our diagnostics solutions: 

 B117 RT-PCR - Assay is rapid in vitro qualitative detection test and discrimination of 

select SARS-CoV-2 wild type and UK variant in nasal swab from individuals suspected 

of COVID-19. 

 FLU-SC2 Multiplex-PCR – Molecular test to simultaneously detect and differentiate 

between SARS-CoV-2 and influenza A/B, as the symptoms are similar for both. 

 COVID-19 Antigen Rapid - is an in vitro diagnostic test based on an immune 

chromatographic assay. Designed for qualitative detection of Spike antigen and 

Nucleocapsid antigen of the novel Coronavirus (COVID-19) in human serum, saliva, 

nasopharyngeal or oropharyngeal specimens. 

 CRISPR-COVID-19 Test - is an in vitro molecular diagnostic test for the detection of 

COVID-19 within 1 hour. Using synthetic COVID-19 virus RNA fragments able to 

detect COVID-19 target sequences (ORF1ab and E gene) from the samples. Test kit 

carried out starting with RNA purified from patient samples as is used for qRT-PCR 

assays. 

About BioGenex: 

BioGenex a premium diagnostic solutions company manufacturing diagnostic products like  

VTM, RT-PCR, CRISPR, Rapid antigen & antibody diagnostic tests and automated pathology 

instrumentations. The facilities, equipment’s and processes have been designed in accordance 

with current GMP regulations as specified in Schedule M-III (for the manufacturing of Medical 

Devices). BioGenex is at the forefront of the emerging discipline of molecular pathology, the 

study and diagnosis of disease through the examination of molecules within organs, tissues or 

bodily fluids. The company designs, develops and commercializes systems for Tumor diagnosis, 

prognosis, precision medicine and life science research. BioGenex’s industry-leading next-

generation cytogenetic FISH, IHC, ISH workflow solution and miRNA system for 



characterization of Cancer of Unknown Primary (CUP) and undifferentiated tumors are 

revolutionizing pathology. Proprietary fully-automated molecular pathology workstations from 

BioGenex are the most advanced systems available globally. BioGenex was founded in 1981 in 

San Ramon, California. The mission was clear, become a global molecular medicine company 

providing affordable biomedical reagent systems.  

Today, BioGenex is a global market leader in molecular pathology providing customer-centric 

solutions for complete automation of cell & tissue staining and COVID-19 diagnostics. Through 

proprietary cutting-edge technologies, the company has transformed the practice of slide-based 

staining performed in modern molecular pathology laboratories and RT-PCR mediated 

amplification performed in Molecular biology laboratories. Early, affordable and accurate 

diagnosis at the molecular level has resulted in a higher quality of life for cancer patients and 

COVID patients. BioGenex takes pride in making a difference through its innovative products 

and superior customer service.  

Please visit www.biogenex.com. 
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