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Revised Technical specification  issued after the   Pre-Bid Conference Dated 
22.10.2020 for RNA EXTRACTION KIT, RT-PCR BASED SARS-COV-2 DETECTION 

KIT AND SAMPLE COLLECTION MEDIUM (RATE CONTRACT TILL 31.03.2021) 
 

Specifications for RT-PCR reagents for qualitative detection of SARS-CoV-2 in human samples 

 RT-PCR reagents for in-vitro qualitative detection of SARS-CoV-2 nucleic acids in throat 

(Oropharyngeal) swabs, nasopharyngeal swabs, anterior nasal swabs, mid-turbinate 

nasal swabs, nasal washes, nasal aspirates and broncho alveolar lavage fluid (BALF) from 

individual who are suspected of COVID-19. 

 The kit should have been validated and approved by ICMR. 

 The turnaround time for RT-PCR running time should not exceed 90 minutes for 40 

cycles.  

 Multiplex detection (combination of screening and confirmatory assays) should have 

screening E gene along with at least two confirmatory among ORF/RdRP/N genes of 

SARS-CoV-2. The human housekeeping gene should be an internal control of the kit to 

assess sample quality, RNA extraction and RT PCR reaction. 

Each gene should be encoded with different fluorescent dye and should be compatible 

with BioRad CFX96 Real-Time PCR System fluorescent channel.  

 The kit should use fluorescent probe based TaqMan chemistry with multiplex reactions. 

Probes should have reporter dyes compatible with BioRad CFX96 Real-Time PCR System 

fluorescent channel. 

 The kit should include RT PCR enzyme and buffer sensitivity should be higher than 95%. 

 The detection limit should be 0.5 to 1 copy per ml. 

 The consumables should support single tube SARS CoV-2 detection reaction.  

 The shelf life of reagents and consumables at -21oC storage conditions should be at least 

15 months. 

 

 



STANDARD OPERATING PROTOCOL (SOP) FOR BATCH TESTING OF RT-PCR BASED SARS-COV-2 

DETECTION KIT 

 

Background: This SOP is for batch testing of RT-PCR kits which are approved or validated by 

ICMR and have been procured by CSIR-CLRI. The kits when supplied by the firm against the 

purchase order require being tested (batch wise). 

 

 Batch to batch uniformity of the kit will be evaluated at the institute, the faulty kits will 

be returned to the vendor. 

 The kit will be evaluated for sensitivity and selectivity. Dilution series will be carried out 

to establish the lower limits of detection. It is an indication for qPCR efficiency (the slope 

will show if the product is doubling each time). 

 The RT-PCR 40 cycle experiment will be carried out to validate the turn-around time. 

 Quality control will be performed as per CSIR-CLRI’s standard operating procedures. 

Quality control procedures are intended to monitor the reagent and assay performance. 

Every batch of the kit will be validated with the positive controls prior to the actual 

samples received for diagnosis.  

 A no template (negative) control and positive control will be included in each 

amplification and detection run. The negative control should provide no amplification 

curve and Ct values of “0” or “no data available” in all the channels. The positive control 

should provide an amplification curve in all the channels in a sigmoidal shape. The 

amplification curve for the test specimen (Positive) should be in a sigmoidal shape with 

a Ct value not exceeding 35. 

 Each of the above requirements for the no template (negative) control, positive control, 

and internal standard for the test specimen should be met in a single test. If any of the 

above mentioned parameter is not met in an individual test, the kit is considered to be 

invalid.  

 

 



 

 

RNA extraction  

 

 Kit should work for Helini Magpure automated RNA extraction system (32 Samples 

extractor) with magnetic bead-based technology allowing extraction of Viral RNA from 

Human Samples.  

 Process of extraction should involve magnetic bead based separation. 

 No prefilled cartridge required.  

 Supplier should provide all the necessary reagents, solvents, magnetic beads, cartridges, 

including all plastic-wares etc. compatible to Helini automated RNA extraction system 

for extraction of RNA samples from the biological materials.  

 Should be able to process sample volume from 25 to 300 µl and elution volume from 30 

to 100 µl. 

 The kit should preferably use spiking with carrier RNA to enhance quantity of eluted 

viral RNA.  

 Recovery of the Viral RNA should be more than equal to 85%. 

 Time per batch extraction should be less than 35 minutes. 

 

 

 

 

 

 

 

 

 

 

 



 

Sample collection medium  

 

 Two separately packed sterile synthetic fibre swabs with plastic shafts or wire shaft 

(flexible Shaft) for the collection of oropharyngeal and nasopharyngeal samples for 

COVID 19 diagnosis. 

 Leak-proof, self-standing screw-cap vials should contain 2-3 ml of medium. 

 The transport medium should keep the nucleic acids of the SARS-CoV-2 intact thus 

maintaining the integrity of the nucleic acids at least for one day at ambient 

temperature, two days at 4 °C and one month at 40°C.  

 The medium should not maintain the viability (inactivation) of the microorganism. A 

declaration/certification from the manufacturer may be provided. 

 The vial should have labeling stickers. 

 The shelf life of the medium should be at least one month under 4°C storage conditions. 

 

The tender specification would stand changed to the above extent. 
 

Tender Closing Date     : 5th November, 2020 upto 3.00 P.M. (IST) 

Technical Bid Opening Date: 6th November, 2020 at 3.00 P.M. (IST)  

 


