2, World Health
3/ Organization

Technical
Specifications
Series - 5

Mark Lanigan,
Diagnostics Assessment, Prequalification Team

Essential Medicines and Health Products, WHO




in vitro diagnostics: (@) ot

IVDs that are:

e Safe

* appropriate
* Affordable

* Good quality

e Resource-limited
settings
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Technical guidance series

TGS 1 - Standards applicable to the WHO Prequalification of in vitro diagnostic
medical device

TGS 2 - Establishing stability of in vitro diagnostic medical devices

Annex to TGS 2 - Establishing component stability for in vitro diagnostic medical
devices. Case study: single-use-buffer vials for rapid diagnostic tests - Draft

TGS 3 - Principles of performance studies
TGS 4 - Test method validation for in vitro diagnostic medical devices

TGS 5 - Designing instructions for use for in vitro diagnostic medical devices

TGS 6 - Panels for quality assurance and quality control of in vitro S pro—
diagnostic medical devices
TGS 7 - Risk management for manufacturers of in vitro diagnostic

medical devices - Draft open for public comment
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andards applicable to
NHO Prequalification TGS-1
i tro diagnostics
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Sample dossiers =

A
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- Sample Product Dossier for a CD4 IVD
- Sample Product Dossier for an IVD intended for HIV self-testing

- Sample Product Dossier for a qualitative nucleic acid-based testing technology
for HIV-1 and HIV-2 to detect HIV-1 and HIV-2

- Sample Product Dossier for a quantitative nucleic acid-based @

SAMPLE PRODUCT DOSSIER

- testing technology to measure HIV-1 RNA
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Technical specifications series

TSS 1 - Technical Specification Series to WHO Prequalification - Diagnostics
Assessment: HIV rapid diagnostic tests for professional use and/or self-testing

TSS 2 - Technical Specification Series for submission to WHO Prequalification -
Diagnostic Assessment: IVD to identify Glucose-6-phosphate dehydrogenase
(G6PD) activity

TSS 3 - Technical Specification Series for submission to WHO Prequalification —
Diagnostic Assessment: Malaria rapid diagnostic tests

TSS 4 - Technical Specification Series for submission to WHO Prequalification —
Diagnostic Assessment: IVDs used for the detection of high-risk Human
Papillomavirus (HPV) types in cervical cancer screening

TSS 5 - Technical Specification Series for submission to WHO Prequalification —
Diagnostic Assessment: Rapid diagnostic tests used for surveillance and detection
of an outbreak of cholera
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Guidance development process

Request from Programme area

L Identify expert drafting panel

L Consultation of first draft

L Post draft for public comment

Finalise document




PART 1

Establishing analytical performance characteristics

1.1 Specimen types
1.1.1 Specimen types
1.2 Specimen collection, storage and transport
1.2.1 Specimen stability
1.3 Precision of measurement
1.3.1 Repeatability, reproducibility
1.4 Performance panels
141 Performance panels
1.5 Validation of reading times
1.5.1 Validation of reading times
1.6 Analytical sensitivity
1.6.1 Analytical Sensitivity
1.7 Establishment of reader cut-off
1.7.1 Establishment of reader cut-off
1.8 High dose hook effect
1.8.1 High dose hook effect
1.9 Analytical specificity
19.1 Potentially interfering substances
19.1.1 Endogenous
1.9.1.2 Exogenous
19.2 Cross-reactivity, including selectivity with non-virulent O1 strains of
V. cholerae
1.10 Stability
1.10.1 Shelf-life (including transport stability).
1.10.2 In-use stability (open pack or open vial stability).
1.11 Flex studies
1.11.1 Flex studies/robustness
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PART 2

Establishing :ﬁniﬂl performance characteristics

2.1
211
2.1.2

2.2
2.2.1
2.2.2

Diagnostic sensitivity and specificity
Diagnostic sensitivity
Diagnostic specificity
Qualification of usability

Labelling comprehension study (including IFU)
Results interpretation study



http://apps.who.int/iris/bitstrea

m/10665/260469/1/978924151

3715-enqg.pdf
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Rapid diagnostic tests (RDTs)

TSS-5 used for surveillance and
detection of an outbreak of
cholera



http://apps.who.int/iris/bitstream/10665/260469/1/9789241513715-eng.pdf

Meeting participants: N. Ahmed, Senior Director, International Centre for Diarrhoeal Diseases | \yorld Health
Research Bangladesh (ICDDR,B), Dhaka, Bangladesh; ). Carter, Technical Director, Clinical and / Organization
Diagnostics Programme, Amref Health Africa, Nairobi, Kenya; R. J. S. Duncan, London, United
Kingdom of Great Britain and Northern Ireland; D. Goldfarb, Medical Microbiologist, Department of
Pathology & Lab Medicine, BC Children's & Women's Hospitals; Clinical Associate Professor,
University of British Columbia, Vancouver, Canada'; M. Guillerm, Diagnostics Consultant, France; C
llonze, Head, Biologics, Vaccines and Medical Devices Registration and Regulatory Affairs, National
Agency for Food & Drug Administration & Control (NAFDAC), Lagos, Nigeria; L. Li, Scientific Reviewer,
Division of Microbiology Devices, Office of In Vitro Diagnostics and Radiological Health, U.S. Food
and Drug Administration,Silver Spring, Maryland, USA?; ). Liu, Assistant Professor, University of
Virginia, Charlottesville, Virginia, USA; A. L. Page, Epidemiologist, Epicentre, Paris, France; E. Piriou,
Médecins Sans Frontiéres, Amsterdam, The Netherlands; M. L. Quilici, Enteric Bacterial Pathogens
Unit, French National Reference Centre for Vibrios and Cholera, Institut Pasteur, Paris, France®: U.

Scherf, Director, Division of Microbiology Devices, Office of In Vitro Diagnostics and Radiological
Health, U.S. Food and Drug Administration, Silver Spring, Maryland, USA* W. Sebonego, Technical
Specialist, UNICEF Supply Division Health Technology Centre, Copenhagen, Denmark; E. Tran,
International quality assurance coordinator for medical devices, Medecins Sans Frontiéres
International, Switzerdand; and C. Yansouni, Associate Director, 1.0, Maclean Centre for Tropical
Diseases, Assistant Professor, Division of Infectious Diseases, Department of Microbiology, McGill
University Health Centre, Montreal, Quebec, Canada.



