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WHO Prequalification of Diagnostics Programme 
PUBLIC REPORT 

   Product: NucliSENS EasyQ® HIV-1 v2.0 (Semi-Automated)  
    Number: PQDx 0148-016-00                        

 
Abstract 

 
The NucliSENS EasyQ® HIV-1 v2.0 (Semi-Automated) with product codes1 200305, 200293, 
200292, 285056, 200309 and 285033, manufactured by bioMérieux SA, Chemin de l’Orme, 
69280 Marcy L’Etoile, France, CE-marked regulatory version, was accepted for the WHO 
list of prequalified diagnostics and was listed on 20 December 2011. 
 
The NucliSENS EasyQ® HIV-1 v2.0 (Semi-Automated) is a nucleic acid amplification assay 
for the quantitative determination of HIV-1 RNA in human EDTA plasma and EDTA whole 
blood spotted on cards (DBS). It is intended to be used for NASBA-based amplification and 
real-time detection of isolated HIV-1 RNA. The test can be used to assess patient prognosis 
by measuring the baseline HIV-1 RNA level or to monitor the effects of anti-retroviral 
therapy be measuring changes in plasma/DBS (from EDTA whole blood) HIV-1 RNA levels 
during the course of anti-retroviral treatment. 
 
The NucliSENS EasyQ® HIV-1 v2.0 (Semi- Automated) consists of nucleic acid amplification 
combined with  a simultaneous detection step. The process requires isolated nucleic acids 
a s starting material. The nucleic acids are isolated with NucliSENS® miniMAG® or 
NucliSENS® easyMAG®. The assay is compatible with NucliSENtral® to support the 
exchange of electronic data between NucliSENS EasyQ® Director software and NucliSENS® 
easyMAG® User software. 
 
The NucliSENS EasyQ® HIV-1 v2.0 (Semi-Automated) assay must not be used as a screening 
test for HIV-1 or as a diagnostic test to confirm the presence of an HIV-1 infection. 
 
In order to perform the assay, the following components are required:  
 
Instrumentation: 

 NucliSENS miniMAG configuration 200305  

 NucliSENS Easy Q configuration 200309 

 Mini Strip Centrifuge 285056 
 

Reagents for nucleic acid isolation: 

 NucliSENS Magnetic Extraction Reagent 200293 

 NucliSENS Lysis Buffer (2ml)  200292 

                                                 
1
 See page 2 for a list of components required to perform the assay. 
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Reagents for amplification: 

 NucliSENS Easy Q HIV-1 V2.0 285033 
 
Consumables for nucleic acid isolation: 

 Micro Tubes 1.5 ml with caps 200294 
 Promega Magnetic Rack 12 holes 200299 

 
Consumables for amplification: 

 EasyQ 8-Tube Caps 285051 
 EasyQ 8-Tube Strips 285048 
 

Storage: 

 The NucliSENS Easy Q HIV-1 V2.0 test kit, 285033 should be stored at 2-8 °C. 

 The NucliSENS Magnetic Extraction Reagent, 200293 should be stored at 2-8 °C. 

 The NucliSENS Lysis Buffer (2ml),  200292 should be stored at 2-30°C. 
 

Shelf-life: 
The NucliSENS Easy Q HIV-1 V2.0 test kit, 285033 has a shelf-life upon manufacture of 18 
months. 
The NucliSENS Magnetic Extraction Reagent, 200293 has a shelf-life upon manufacture of 
18 months. 
The NucliSENS Lysis Buffer (2ml), 200292 has a shelf-life upon manufacture of 24 months. 
 

 
Summary of prequalification status for NucliSENS EasyQ® HIV-1 v2.0  

(Semi-Automated) 
 

 Initial acceptance 

 Date Outcome 

Status on PQ list 20 December 2011 listed 

Dossier assessment 05 December 2011 MR 

Inspection status 23 November 2011 MR 

Laboratory evaluation FT MR 

 
MR: Meets Requirements, NA: Not Applicable, FT: Fast-tracked 
 
The NucliSENS EasyQ® HIV-1 v2.0 (Semi-Automated) was accepted for the WHO list of 
prequalified diagnostics on the basis of data submitted and publicly available information. 
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Background information  
 
bioMérieux SA submitted an application for prequalification of the NucliSENS EasyQ® HIV-
1 v2.0 (Semi-Automated). Based on the established prioritization criteria, NucliSENS 
EasyQ® HIV-1 v2.0 (Semi-Automated) was given priority for prequalification. 
 
Product dossier assessment 
 
bioMérieux SA submitted a product dossier for the NucliSENS EasyQ® HIV-1 v2.0 (Semi-
Automated) as per the Instructions for compilation of a product dossier (PQDx_018 v1). 
The information submitted in the product dossier was reviewed by WHO staff and external 
experts (assessors) appointed by WHO in accordance with the internal report on the 
screening and assessment of a product dossier (PQDx_009 v2).  Based on the product 
dossier screening and assessment findings, a recommendation was made to accept the 
product dossier for NucliSENS EasyQ® HIV-1 v2.0 (Semi-Automated) for prequalification.  
 
Commitments for prequalification: 
The manufacturer committed to amend and submit additional documentation on the 
following issues: 

1. a revised version of the instructions for use. 
 
Manufacturing site inspection 
 
An inspection was performed at the site of manufacture (Centre Christophe Mérieux, 5 rue 
des Berges, 38024 Grenoble Cedex 01, France) on 30,31 August 2011 as described in 
‘Information for manufacturers on WHO prequalification inspection procedures for the 
sites of manufacture of diagnostics (PQDx_014 v1)’.  
 
The ‘fast track’ inspection found that the manufacturer had a well-established quality 
management system and manufacturing practices in place that would ensure the 
manufacture of a product of consistent quality.  
 
The manufacturer has committed to respond to the observations and nonconformities 
identified during the inspection. 
 
Commitments for prequalification: 

1. Risk assessment will be reconsidered to include risk analysis and mitigation for end 
users in resource limited and environmentally challenging regions to which the 
product is distributed.  

2. Minor nonconformities identified in the production of the product will be 
addressed. 

3. bioMérieux SA will move towards improving customer feedback mechanisms from 
representative organizations of users in resource limited regions where 
communication may be problematic. 
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Laboratory evaluation 
 
Given the regulatory version of the product submitted for prequalification and the quality 
of the data submitted as part of the product dossier to support the claims for its intended 
use, the NucliSENS EasyQ® HIV-1 v2.0 (Semi-Automated) assay has been found eligible to 
undergo the WHO fast track procedure. Subsequently, the product will not be required to 
undergo a laboratory evaluation for its use with human plasma.  
 
Nevertheless, taking into consideration the needs of WHO Member States and in an effort 
to support current attempts to increase access to HIV Viral Load testing, a laboratory 
evaluation of the NucliSENS EasyQ® HIV-1 v2.0 (Semi-Automated) will be carried out to 
assess its performance with the use of Dried Blood Spots (DBS). The results from the 
evaluation will not impact the WHO Prequalification status for use with human plasma. 
The results from the evaluation will serve as a source of information in order to advise 
WHO Member States in their efforts to scale up HIV Viral Load Testing.  
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Labelling 

 

 

1. Labels 

2. Instructions for use 
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1. Labels 

 

 

1.1 NucliSENS Magnetic Extraction 200293 
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1.2  NucliSENS Lysis Buffer (2ml) 200292 
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1.3  NucliSENS Easy Q HIV-1 V2.  285033 
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2. Instructions for use 

2.1 NucliSENS easy MAG extraction Reagent 200293 
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2.2 NucliSENS Lysis Buffer (2ml) 200292  
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2.3  NucliSENS Easy Q HIV-1 V2.0 285033 
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