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PQT-IVD Questions and Answers document 9 July 2021 
This page provides answers to frequently asked questions relating to EUL assessment of in vitro 

diagnostics (IVD) to detect SARS-CoV-2. These questions and answers provide additional clarity on 

the procedure and instructions documents published on our website and do not intended to 

introduce any new requirements or to modify any existing processes in place.  

General questions about process 
 

1. How can I submit for EUL assessment? 

The manufacturer should first contact diagnostics@who.int.The Prequalification (PQ)-IVD team 

organizes a teleconference as the first step of the EUL process. Thereafter, we invite manufacturers 

to submit an application letter if the manufacturer has conducted all the required minimum studies 

in our instructions document. We prefer if manufacturers submit all information at one time rather 

than partial data at multiple timepoints as it assists us to undertake a more efficient data review. 

However, when this is not possible, manufacturers are encouraged to contact our Team to seek 

guidance. Once we receive the application letter, we will prepare a letter of agreement, and ask the 

manufacturer to submit their product dossier. The QMS documentation and product performance 

data are reviewed in parallel. Firstly, the provided information is screened for completeness and (if 

complete) then undergoes a technical assessment. We inform the manufacturer of the outcome of 

each step and ask for more information where required.  

2. What are the EUL timelines? 

The time to accepting the application letter is less than one week. The screening and assessment 

(including responses to each step of the screening and review) takes three to four months for high 

priority products and five to six months for medium priority products, depending on the 

completeness of the information submitted. We have a high volume of applications under 

assessment or in the assessment pipeline. Consequently, applications are assigned the following 

priority review criteria based on WHO Member State demands: 

High priority: 

• EUL applications for SARS-CoV-2 antigen detection tests 

• EUL applications for SARS-CoV-2 nucleic acid detection tests intended to be used at a point 
of care. 

Medium priority: 

• EUL applications for SARS-CoV-2 nucleic acid detection tests. 

New EUL application for IVDs detecting anti-SARS.CoV-2 antibodies are no longer accepted. EUL 

application for IVDs detecting anti-SARS.CoV-2 antibodies which were accepted for assessment prior 
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to the implementation of prioritization rules will be assessed once the high and medium priority 

applications are processed. 

If you have a question regarding your application that is currently under review, email 

diagnostics@who.int and we will give an update as soon as we can. For queries about active 

applications and products published on our website as emergency use listed, refer to the status 

updates and public reports on our website or email diagnostics@who.int and we will give you as 

much information we can, understanding that we cannot share confidential information.  

3. What IVD products are eligible for the abridged assessment pathway? 

IVDs to detect SARS-CoV-2 nucleic acid that have US FDA Emergency Use Authorization are eligible 

for an abridged assessment pathway. For these applications, we accept the submission prepared for 

the FDA. Note however that any additional requirements outlined in the WHO instructions 

document must supplement the submission and the entire dossier will be assessed. We do not 

abridge any other national regulatory authority approvals for NAT assays (such as CE-marking, 

Chinese NMPA, ANVISA, Korea MFDS), nor any other types of IVDs. 

4. We have conducted performance studies for our kit as per national regulatory authority 

requirements. Do we have to repeat these studies for the EUL if they do not completely align 

with WHO EUL instructions? 

We understand that time and specimens are critical. We will work with the data that you have 

available at the time of submission and discuss your application in detail during the presubmission 

call. Submit any data that has been generated that can help us evaluate your assay more 

comprehensively. We publish minimum requirements in our instructions document that we require 

all manufacturers to meet. As the pandemic evolves and more evidence becomes, we are updating 

our minimum requirements. The most recent version is posted on our website.  

5. Are we eligible to reapply if we have been informed that we have not met the EUL 

requirements as part of the EUL assessment? 

In cases where a QMS desk review and/or product dossier review have been conducted and it was 

found that the manufacturer/product dossier has not met the requirements of ISO 13485: 2016 

and/or WHO requirements according to the EUL instructions document, the manufacturer will not 

be allowed to re-apply for WHO EUL for a period of time determined by WHO, normally six months 

from the date of notification of cancellation.
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Technical questions 
 

6. Are (all) IVDs in 'Emergency Use List' recommended for diagnosing acute infection with SARS-

CoV-2? 

EUL does not imply any endorsement of a product nor recommendation for an intended use. 

Comprehensive information on the uses of different IVDs to detect SARS-CoV-2 are covered on the 

WHO webpage https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-

guidance 

7. What is the relationship between the performance studies such as the study organized by 

FIND and the EUL? 

Currently, several performance evaluations of SARS-CoV-2 IVDs are being implemented by 

regulatory authorities, reference laboratories and other stakeholders in various regions. 

Manufacturer are strongly encouraged to participate in initiatives which generate evidence that can 

be used to support the EUL submission, However, participation in external evaluations does not 

replace the EUL submission nor is participation in such studies mandatory for submission to the 

WHO EUL. 

8. Does the EUL expression of interest include multiplex NAT assays which detect other 

respiratory pathogens in addition to SARS-CoV-2? 

PQT-IVD are not accepting applications for multiplex NAT assays that detect other respiratory 

pathogens in addition to SARS-CoV-2 to the EUL assessment procedure. 

9. Does the EUL expression of interest apply to NAT assays for the detection of mutations or 

deletions associated with SARS-CoV-2 variants?  

Applications for IVDs intended for “detection of mutations” as the only intended use claim, are not 

accepted  for EUL assessment. All products with additional intended use claims with clinical or public 

health impact (“case detection”’ etc) will have to obtain EUL listing in order to be eligible for WHO 

procurement. 

10. I am developing a SARS-CoV-2 assay and preparing to submit to the EUL. What instructions 

should I follow? 

We have published different instructions depending on the assay type on our website to assist in the 

preparation of the EUL submission. As the pandemic evolves and more scientific evidence becomes 

available, these instructions may change. It is recommended to verify that you are using the most 

recent version of instructions which are posted on our website.  

11. I am submitting a RT-PCR kit to detect SARS-CoV-2 nucleic acid, do I have to include the 

extraction step in my validation studies? 

Yes, the extraction step must be part of the assay validation. For additional information refer to the 

specific study sections in the instructions document PQDx_347. 
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12. Do I need to provide detailed information regarding specimen collection and storage?  

More and more evidence is emerging as to how critical appropriate specimen collection and storage 

is in the testing process, and the potential impacts it can have on the IVD kit sensitivity. PQT-IVD 

consider it essential that the manufacturer fully understands the impact of the viral transport media 

(VTM) or other means recommended in the instructions for use as users will follow this information. 

If commercial VTM, in-house developed VTM or other storage solutions are recommended, it is 

essential that the manufacturer has evidence of its performance in the claimed specimen type.  

13. I cannot get access to the full list of organisms that are required for NAT assay cross- 

reactivity studies. Can WHO source these specimens or conduct testing on our behalf? 

PQT-IVD team are not undertaking any laboratory evaluation on manufacturers behalf. However, we 

understand that some organisms are proving difficult to source in different jurisdictions. As long as 

manufacturers can demonstrate that they have made adequate attempts to source these 

specimens, we can accept the testing to be submitted at an agreed later timepoint when the 

manufacturer can access these specimens. We will review the overall dataset and accept that there 

might be some small gaps in the dossier where other sections have been addressed completely  

14. In our clinical evidence studies, we have not used a comparator assay that is recommended in 

your instructions document. Do we have to repeat the clinical studies? 

We recommend that for IVDs detecting SARS-CoV-2 nucleic acid or antigen, that a test with high 

sensitivity is used as the comparator method. For WHO, this is required to be a reverse transcription 

polymerase chain reaction (RT-PCR), which uses a chemical lysis step followed by solid phase 

extraction of nucleic acid (e.g., magnetic bead extraction).  

Although we can consider the data you have already available a justification for how you have 

chosen your comparator assay must be provided. We would expect that at a minimum, you have 

knowledge of the comparator assay primers and probes and they are not identical to the primers 

and probes used in your NAT assay (where applicable). As part of the dossier submission. PQT-IVD 

will consider this information as part of the total dossier assessment but it cannot replace the clinical 

study requirements in entirety.  
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