































http://www.bio-rad.com/












https://www.cdc.gov/coronavirus/2019-nCoV/guidelines-clinical-specimens.html



























http://www.bio-rad.com/en-us/product/qx200-droplet-digital-pcr-system
http://www.bio-rad.com/en-us/product/qx200-droplet-digital-pcr-system





















https://www.bio-rad.com/en-us/product/qx-software?ID=Q1073URA83CC
https://www.bio-rad.com/en-us/product/qx-software?ID=Q1073URA83CC

































mailto:CDRH-EUA-Reporting@fda.hhs.gov

























	Translations:
	Symbols Lexicon:
	Bio-Rad Technical Support
	Legal Notices
	Safety and Regulatory Compliance
	Bio-Rad SARS-CoV-2 ddPCR Kit Warnings and Precautions
	PPE (Personal Protective Equipment) Training
	Summary and Explanation
	Principle of the Procedure
	Bio-Rad SARS-CoV-2 ddPCR Kit Workflow
	Reagents and Instruments
	Materials Provided
	Materials Required but Not Provided
	Reagents & Consumables:
	Reagents for RNA Purification
	Generic Reagents and Consumables for Droplet Digital PCR
	Instrumentation, Software and General Laboratory Equipment:



	General Precautions & Warnings
	Specimen Collection, Transport and Storage
	Reagent Preparation and Storage
	Control Materials
	Nucleic Acid Extraction
	Bio-Rad SARS-CoV-2 ddPCR Kit Protocol
	Overview:
	Description of Test Steps:
	Preparation of One-Step RT-ddPCR Reactions
	Droplet Generation:
	RT- ddPCR (C1000 Touch or S1000 with 96-Deep Well Reaction Module Thermal Cyclers)
	Droplet Reading, Data Acquisition and Analysis with QuantaSoft 1.7
	Droplet Reading, Data Acquisition and Analysis with QX Manager

	Interpretation of Results
	1. Bio-Rad SARS-CoV-2 ddPCR Kit Controls – Positive, Negative and Extraction
	2. Examination and Interpretation of Patient Specimen Results

	Limitations
	Analytical Performance Characteristics
	Analytical Sensitivity
	Inclusivity
	Analytical Specificity (Cross-Reactivity)

	Clinical Evaluation
	FDA SARS-CoV-2 Reference Panel Testing
	References:

