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WHO Prequalification of In Vitro Diagnostics 
PUBLIC ASSESSMENT REPORT 

 
Product: BD Onclarity HPV Assay for the BD Viper LT System 

WHO reference number: PQDx 12315-045-00 
 
The BD Onclarity HPV Assay for the BD Viper LT System, with product code 442946, 
manufactured by Becton, Dickinson and Company, BD Biosciences - MD Site, CE-mark 
regulatory version, was accepted for the WHO list of prequalified in vitro diagnostics and 
was listed on 13 October 2025.   

 
Summary of the WHO prequalification assessment for the BD Onclarity HPV 

Assay for the BD Viper LT System 
 

 Date Outcome 
Prequalification listing 13 October 2025 listed 
Dossier assessment 21 May 2025 MR 
Product performance 
evaluation 

Waived  MR 

MR: Meets Requirements 
 

Intended use 
According to the intended use claim from the manufacturer in the Instructions for Use 
(version 8089899(18), 2023-07)), “The BD Onclarity HPV Assay is an amplified DNA test for 
the qualitative detection of high risk types of human papillomavirus (HPV). 
The assay detects all high risk HPV types (16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, 
and 68) and provides the capability for individually genotyping six high risk types (HPV 16,18, 
31, 45, 51, and 52) and three genotype groups (33/58, 35/39/68, and 56/59/66). 
Cervical specimens that are tested with the BD Onclarity HPV Assay include the BD Onclarity 
HPV Cervical Brush Collection Kit, BD SurePath Preservative Fluid, and PreservCyt Solution 
(using an aliquot that is removed prior to or after processing for either the BD SurePath or 
ThinPrepPap test). Self-collected vaginal specimens can also be tested with the BD Onclarity 
HPV Assay for cervical cancer screening. The BD Onclarity HPV Assay is indicated for use for 
routine cervical cancer screening as per professional medical guidelines, including triage of 
ASC-US cytology, co-testing (or adjunctive screen) with cytology, and HPV primary screening 
of women to assess the risk for cervical precancer and cancer. Patients should be followed-
up in accordance with professional medical guidelines, results from prior screening, medical 
history, and other risk factors. The BD Onclarity HPV Assay is an automated assay performed 
with the BD Viper LT System.” 
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Reagents and materials provided  
 

Contents  Quantity  
BD Onclarity HPV Assay Reagent Pack Catalog Number 
442946 

192 Tests 

Control Set for the BD Onclarity HPV Assay Catalog Number 
441993 

24 Sets  

BD Onclarity HPV Liquid Based Cytology Specimen (LBC) 
Diluent Catalog Number 442840 

400 Tubes 

BD Onclarity HPV Liquid Based Cytology Specimen (LBC) 
Diluent Catalog Number 444046 

48 Tubes 

BD Onclarity HPV Self Collection Diluent Tubes Catalog 
Number 444869 

400 Tubes 

BD FOX PCR Extraction Tubes Catalog Number 441992 384 Tubes 
BD Viper PCR Extraction Reagent Trough with Piercing Tool 
Catalog Number 442841 

384 Tests 

BD Viper XTR Neutralization Pouch Catalog Number 441354 12 Pouches 
BD Onclarity HPV Cervical Brush Collection Kit 
Catalog Number 441991 

100 Pouches 

BD Viper LT Pipette Tips Catalog Number 440330 3,840 Tips 
BD Viper Waste Liners Catalog Number 442968 100 Liners 
BD Viper LT PCR Accessory Kit Catalog Number 442967 80 Pieces 
BD Pierceable Caps Catalog Number 440295 200 Caps 
BD Pierceable Caps Pink Catalog Number 440331 400 Caps 
BD Viper LT PCR Tube/Tray Kit Catalog Number 442957 20 Pieces 
BD Viper LT System Catalog Number 442839 1 System 
BD Key Card Catalog Number 443747 1,000 Each 

 

Items required but not provided 
Item 
Vortex Mixer 
Nitrile gloves 
Displacement pipettes and polypropylene aerosol-resistant tips capable of 
delivering 0.5 ± 0.05 mL 
0.5% or 1.0% (v/v) sodium hypochlorite 
3% (v/v) hydrogen peroxide 
Isopropyl alcohol 
Molecular biology-grade nuclease free water 
BD Syringing Pipettes 
Rovers Evalyn Tweezers (Catalog Number 380500135) 
Rovers ReMover (Catalog Number 380500170) 
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Storage Temperature and Stability 
 

Parameter Condition 
Storage Temperature BD Onclarity HPV Cervical Brush Diluent Tube must be 

stored at 2–25 °C until the indicated expiration date. 
All other reagents must be stored at 2–33 °C until the 
indicated expiration date. 
  

Shelf Life1 17 months. 
 
 
 
Dossier review  
 
The manufacturer submitted a product dossier as per the “Instructions for compilation of a 
product dossier” (PQDx_018). The information (data and documentation) submitted in the 
product dossier was reviewed by WHO staff and external technical experts (assessors) 
appointed by WHO.    
 
The manufacturer's responses to the discrepancies found during dossier screening and 
assessment findings were accepted on 21 May 2025. 
 
Based on the screening and assessment of the product dossier, the BD Onclarity HPV Assay 
for the BD Viper LT System meets WHO prequalification requirements. 
 
 
Manufacturing site inspection 

 
The inspection of the manufacturing site(s) was conducted to assess whether the 
manufacturer’s quality management system (QMS) and manufacturing practices are in 
alignment with: 
 (i) applicable international standards, such as ISO 13485 (Medical devices – Quality 
management systems – Requirements for regulatory purposes); 
 (ii) the manufacturer’s own documented procedures and quality requirements; and 
 (iii) other relevant international standards and guidelines applicable to in vitro diagnostic 
(IVD) medical devices. The WHO’s Public Inspection Reports are accessible at:  
 

 
1 The assigned device shelf-life is based on stability data generated from the date of 

manufacture. The finished goods shelf-life, calculated from the date of packaging 

completion, may be shorter depending on the time elapsed between manufacture and final 

packaging of the device. 
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https://extranet.who.int/pqweb/vitro-diagnostics/who-public-inspection-reports 
 
 
 
Product performance evaluation 

 
 
The objective of the performance laboratory evaluation is to assess the performance and 
operational characteristics of commercially available in-vitro diagnostics for the purpose of 
advising procurers and the governments of WHO Member States on these issues. 
  
As of October 2025, WHO has taken the executive decision to adopt the fulfilment of 
Meijer’s criteria in independent evaluations as the prequalification independent 
performance evaluation component for HPV nucleic acid tests.  
  
Based on the risk level associated with the use of this category of product, it was decided 
that WHO will not conduct a performance evaluation of these categories of in vitro 
diagnostics as part of the prequalification assessment process. 
  
Consequently, laboratory evaluation of the BD Onclarity HPV Assay for the BD Viper LT 
System was not conducted.  
 
 
Labelling review  
 
The labelling submitted for the BD Onclarity HPV Assay for the BD Viper LT System was 
reviewed by WHO staff and external technical experts appointed by WHO. The review 
evaluated the labelling for clarity and consistency with the information submitted in the 
product dossier, alignment with international guidance and standards, and suitability for 
the intended users and settings in WHO Member States, including low- and middle-income 
countries. 
 
The table below provides traceability of the labelling documents reviewed during the 
assessment, including document titles, version numbers, approval dates, and control 
identifiers. 
 
 

https://extranet.who.int/pqweb/vitro-diagnostics/who-public-inspection-reports
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Controlled Labelling References  

Document Type Document 
Title 

Version / 
Revision Date Approved Controlled 

Document No. 
Instructions for Use 
(IFU) 

BD Onclarity 
HPV Assay v18 15-Oct-2024 8089899 

Outer box artwork 

BD Onclarity 
HPV Assay 
Reagent 
Pack – For 
use with BD 
Viper LT 
System 
(442946) 

V7 10-Mar-2025 8089898 

G1 PCR Pouch label 

BD Onclarity 
HPV Assay 
G1 PCR 
Tubes 

V4 15-Oct-2024 8089897 

G2 PCR Pouch label 

BD Onclarity 
HPV Assay 
G2 PCR 
Tubes 

V4 15-Oct-2024 8089896 

G3 PCR Pouch label 

BD Onclarity 
HPV Assay 
G3 PCR 
Tubes 

V4 15-Oct-2024 8089895 
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Instructions for Use2 

2 English version of the IFU was the one that was assessed by WHO. It is the responsibility 

of the manufacturer to ensure correct translation into other languages. 
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