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EUL for IVDs – Product Questionnaire - Bundibugyo virus (BDBV) nucleic acid detection
· To be eligible for EUL assessment, the IVD must detect BDBV RNA; however, filovirus species differentiation is not a requirement.
· Please provide, along with the filled questionnaire, a copy of the product instructions for use (IFU) in English as an email attachment.
· Based on the questionnaire, manufacturers may be contacted by WHO to arrange a pre-submission call to discuss next steps.
· Completing the questionnaire does not commit the manufacturer to submitting the product for EUL assessment.
1. General Information
	Product name
	

	Product code
	

	Name and e-mail of focal point for EUL Expression of Interest
	

	Name of legal manufacturer
	

	Does the manufacturer have an ISO 13485 certified quality management system [select one]
	☐ YES  ☐ NO

	Site address where the product is manufactured
	

	Manufacturing site is certified by MDSAP [select one]
	☐ YES   ☐ NO

	Product information

	Product category [select all that apply]
	☐  single target (near-PoC) /  ☐ multiplex (near PoC)  
☐ single target (laboratory-based) / ☐ multiplex (laboratory-based)

	Targets detected by product [include target gene/s]
	

	Specimen types claimed
	


2. Analytical studies
	Study
	Study design (summary) 
Include details of the specimen panel: type of analyte, specimen matrix, number of specimens tested
	Schedule (complete/ongoing)
	Expected completion date
(for ongoing studies)

	Validation of specimens / Matrix equivalency
	
	
	

	Limit of detection
	
	
	

	Interfering substances 
	
	
	

	Cross-reactivity
	
	
	

	Microbial interference 
	
	
	

	Inclusivity
	
	
	

	Flex and robustness studies
	
	
	

	Stability studies
	
	
	



3. Clinical studies
· State the comparator test/s used: 
	Clinical studies
	Specimen collection
	Whole blood
(specimen number)
	EDTA-plasma
(specimen number)
	Other specimen types
(specimen number)
	Schedule (complete or ongoing)
	Expected completion date
(for ongoing studies)

	PPA
	prospective
	
	
	
	
	

	
	retrospective
	
	
	
	
	

	
	contrived
	
	
	
	
	

	NPA
	prospective
	
	
	
	
	

	
	retrospective
	
	
	
	
	

	
	contrived
	
	
	
	
	



NOTE: The information required for submission to EUL assessment will be available in the document “Instructions and requirements for Emergency Use Listing Submission: In vitro diagnostics detecting Bundibugyo virus (BDBV) nucleic acid”, to be posted on the WHO Prequalification website.
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