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Speci�cally detects anti-Zika NS1 IgM antibody by indirect immunoassay 
Sensitivity and speci�city up to 95% and 98.5%, respectively
   - Detected PCR positive specimens in a clinical study where the comparator kit did not
   - No cross-reaction to non-�avivirus disease specimens 

Common ELISA procedure with ~ 95 minute assay time
91 specimen test capacity in each 96 well plate
  - Comparator kit only allows for 30 specimens per run

Currently under review for WHO Emergency Use Assessment
Compatible with ALTA ELISA instruments, commercially available since 2016

Pregnant women living in or having traveled to Zika endemic regions 
Microcephaly in newborn babies is linked to women with a history of Zika virus 
infection during early pregnancy 
Cases of vertical perinatal transmission have been reported
Zika virus can also be spread by sexual transmission

Blood donors 
Zika could potentially be transmitted by blood transfusion
The US FDA has recommended universal screening of blood products for Zika
The virus is detected in 3% of asymptomatic blood donors in French Polynesia

Fever patients in endemic regions with suspected Zika infection 
Zika is transmitted by the same Aedes mosquitoes (A. aegypti and A. albopictus) as     
the dengue and chikungunya (CHIK) viruses 
Zika fever shares many similar clinical symptoms with dengue and CHIK fever
Zika is linked to Guillain–Barré syndrome,  a rare auto-immune disease 

Testing for Zika Virus Infection
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ZIKA IgM ELISA

Early and Accurate Detection of Zika Virus Infection
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ZIKA IgM ELISA
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Inhibition Assay to Con�rm Speci�city
In the same clinical study, results from 21 of the Zika symptomatic 
specimens were discrepant between RecombiLISA’s Zika IgM ELISA and 
a US FDA EUO approved kit.  In order to rule out false positive results, 
these samples were subjected to an inhibition assay, where each of the 
specimens was pre-incubated with 3 concentrations of recombinant 
Zika NS1 antigen prior to testing.  

All 21 specimens showed an NS1 dose-related pattern of inhibi-
tion, indicating that all were true positive specimens. The chart 
below is a representation of two positive and two negative samples 
that were tested, showing the NS1 antigen dose-related inhibition 
pattern seen in OD values of Zika symptomatic specimens that were 
true Zika virus positives.

As the amount of recombinant Zika NS1 antigen pre-incubated with 
true Zika virus positive specimens increased, the OD values decreased, 
con�rming the presence of speci�c Zika virus antibodies in those 
specimens.
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Commercial Zika NS1 Antigen

Interference
Substances that have the potential to interfere with the perfor-
mance of the RecombiLISA Zika IgM ELISA were tested. Interference 
was studied by spiking these substances into 9 Zika IgM clinical 
specimens: 3 negative, 3 low positive and 3 medium positive. The 
results demonstrate that at the concentrations tested, the 
substances studied do not a�ect the performance of the Recombi-
LISA Zika IgM ELISA Test.

 Haemoglobin (2 g/L)              
 Bilirubin (20 mg/dL) 

 HAMA        
 ANA  
 RF (up to 2900 IU/mL) Human Serum Albumin (80 g/L)         

 Human IgG (10 mg/mL)                     
           

Precision Study
Repeatability, lot-to-lot, run-to-run, day-to-day, operator-to-operator, 
and site-to-site precision had CV values below 10%.

Cross-reaction with the following specimens was observed, as 
expected:

Cross-Reactivity
Specimens from the following disease states or special clinical 
conditions, were tested on the RecombiLISA Zika IgM ELISA. There 
was no noticeable cross-reaction with specimens from pregnant 
women or patients positive for non-�avivirus disease specimens, 
including CHIK. 

 CHIK IgM              
 HbsAg

 Parovirus 
 Malaria  
 Varicella Zoster HCV         

 TBE
                     
           
 HIV       
 H. pylori  

 Pregnant women      
 Yellow Fever
 Zika IgG

 CMV                     4.3% (1/23)
 West Nile         16.7% (2/12)    

 Dengue IgM    27.3% (6/22)     

 Syphilis 
  

Negative

         3

     201

     204

Total

   57

  204

  261

  Positive*

      54

        3

      57

 RecombiLISA Zika IgM ELISA

Clinical Performance Summary
A clinical study was performed using a total of 261 specimens 
collected from symptomatic and non-symptomatic subjects 
including 50 pregnant women. Specimens were tested by Recom-
biLISA Zika IgM ELISA and a US FDA EUO approved Zika IgM EIA. 
Discrepant results between the two ELISAs were resolved using an 
inhibition assay. Final results for the RecombiLISA Zika IgM ELISA are 
shown in the following table:

Detection sensitivity: 94.7%, speci�city: 98.5%.

Positive

Negative

Total

 Con�rmatory Result

* Early detection: RecombiLISA Zika IgM ELISA detected the Zika RNA 
   positive specimens, while the comparator kit did not


