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To whom it may concern, 

 

The global pandemic caused by SARS-CoV-2 virus has made an unprecedented impact on every single 

aspect of everyone’s life.  

 

The virus has brought tremendous challenge due to its frequent mutations since the first identification in 

early 2020. The SARS-CoV-2 variant with D614G mutation has been the dominant pandemic form. The 

founding by Korber et. al. suggested that the mutated variant has replaced the original form in the most 

regions all over the world[1] [2]. The D614G mutation locates in the Spike protein of the SARS-CoV-2 

virus, it is proved the variant is better at infecting upper-airway and replicates in greater numbers than the 

original form [2].  

 

Recently, the Public Health England announced the identification of a novel strain of SARS-CoV-2, which 

has been named ‘VUI – 202012/01’ and defined by a set of 17 changes or mutations. One of the most 

significant is a N501Y mutation in the spike protein that the virus uses to bind to the human ACE2 

receptor [3]. Similarly, a mutant strain 501.V2 of SARS-CoV-2, originally detected in South Africa, has 

been reported containing the N501Y mutation which might be associate with increased transmissibility [4]. 

More recently, a new variant P.1 was identified in Brazil and Japan. Besides the D614G and N501Y 

mutations, the new strain contains E484K and K417N/T in the spike protein [4]. Preliminary studies 

suggested the P.1 may affect the ability of antibodies to recognize and neutralize the virus [5].  

 

Through its spike protein, SARS-CoV-2 recognizes and binds with ACE2 receptor and initiates infection. 

Meanwhile, nucleocapsid phosphoprotein (N Protein), linking the viral envelope to the viral RNA, plays a 

central role in the packaging signal RNA recognition and subsequent RNA encapsidation [6]. Based on its 

vital role in transcription and replication of the virus, the N protein is suggested to be more sensitive for 

the early detection of infections [7]. 

 

The most of colloidal gold based rapid test employ the interaction with antigen sites in N protein, 

considering its conserved function and structure. Till now, there is no clear evidence indicating that 

mutations found in N protein can affect the performance of rapid antigen tests, including our  including 

our VivaDiagTM SARS-CoV-2 Ag Test, VivaDiagTM SARS-CoV-2 Ag FIA Test, VivaDiagTM Pro 

SARS-CoV-2 Ag Test, and VivaDiagTM SARS-CoV-2 Ag Saliva Rapid Test. 

 

VivaChek commits to the development and supplying of IVD and POCT products with internationally 

recognized standards. Any further information on this issue shall be shared to our valued partners and 

distributors.  
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