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Technical Guidance Series
 TGS1 Standards 

applicable to the WHO 
Prequalification of in vitro 
diagnostics 

 TGS2 Establishing 
stability of an in vitro 
diagnostic for WHO 
Prequalification (draft)

 TGS3 Principles of 
performance 
studies(draft)



Guidance: Prevention better than Cure

Others in the Technical Guidance Series
 Test method validation
 Instructions for use
 Specimen stability 
 Use of reference materials for manufacturing of PQ products 
 Flex studies
 Interfering substances
 Specimen equivalence
 Reporting
 Component stability 
 QC panels
 Outsourcing and Supplier management
 Risk Management
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Sample Dossiers
 POC CD4 IVD 2014

 HIV RDT for Self Testing 2015

 HIV NAT (Qualitative) 2016

 HIV NAT (Quantitative) Q2 2016

Malaria RDT (not yet started)
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WHO Technical Specification Series
 Guidance specific to each type of IVD accepted to 

PQ to address the question “how much do you 
consider to be ‘sufficient’ for prequalification?”

 Will not only inform manufacturers but will 
provide clarity to reviewers as to WHO 
expectations for PQ

 Once each TS is developed, the requirements will 
be incorporated into a specific dossier assessors 
reporting template and be used in the grading 
tool.
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WHO Technical Specification Series
 HIV RDTs*

 HIV NAT

 HBV RDTs and EIAs

 HCV RDTs and EIAs

 CD4

 Malaria RDTs and G6PD RDTs

 POC HPV NATs

 HIV/Syph RDTs



Further Guidance

WHO PQ Requirements Guidance
 Post market surveillance for IVDs (2015) 

 EQA (2016)

 Reportable changes to a WHO 
Prequalified IVD (2016)

 Reportable changes to a WHO 
Prequalified Medical Device (to be 
developed)

 What is REALLY needed is  guidance on 
how to deal with changes DURING PQ



Other PQ Dossier Associated Activities

ISO

ISO/NP 20916

Clinical performance studies for 
in vitro diagnostic devices (IVDs) 
using specimens from human 
subjects -- Good study practice

http://www.iso.org/iso/home/store/catalogue_tc/catalogue_detail.htm?csnumber=69455


Other PQ Dossier Associated Activities

International Medical Device 
Regulators Forum (IMDRF)
 IVD Table of Contents

 Classification matricies

 Common data elements for medical 
device identification

 Competency, training and conduct 
requirements for regulatory 
reviewers



Any questions?


