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3.0 References

IMDRF/GRRP WG/N47FINAL:2018
Essential Principles of Safety and Performance of Medical Devices and IVD
Medical Devices

IMDRF/GRRP WG/N52FINAL:2019
Principles of Labelling for Medical Devices and IVD Medical Devices

IMDRF/SaMD WG/N10FINAL:2013
Software as a Medical Device (SaMD): Key definitions

IMDRF/SaMD WG/N12FINAL:2014
Software as a Medical Device: Possible Framework for Risk Categorization and
Corresponding Considerations
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3.0 References

Requlation (EU) 2017/746 of the European Parliament and of the Council of 5
April 2017 on (n vitro diagnostic medical devices and repealing Directive
98/79/EC and Commission Decision 2010/227/EU

ISO/IEC Guide 51:2014 Safety aspects — Guidelines for their inclusion in
standards

ISO 18113-1:2009 In vitro diagnostic medical devices - Information supplied by

the manufacturer (labelling) — Part 1: Terms, definitions and general
requirements.
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4.0 Definitions

Regulation (EU)
2017/746 on (n
vitro diagnostic
medical devices

Accessory for
an IVD

Medical
Device

Companion
Diagnostics
Medical
Device

Bnda

evices Afency

IMDRF/SaMD
1ISO 18113-1: WG/N12FINAL:20 V{/hé/DI\T:;EIRNTL
2009 14, NTOFINAL: 2018 '
2013
Calibration Critical
Situation LayeUser.
Control
Materials
Software as a Self-testing
Medical IVD Medical
Intended User Device (SaMD) Device

2021 IMDRF&&I¥RES




5.0 General Principles

(HIBR)

Certain jurisdictions may lower the classification of IVD medical
devices for which traceability is established through the use of

reference measurement procedures and/or available reference

materials.
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6.0 Recommendations and Factors Influencing
IVD Medical Device Classification

®Software as a Medical Device (SaMD) for IVD should be classified
based on its intended diagnostic purpose, with consideration
given to provisions in the document “Software as a Medical Device:
Possible Framework for Risk Categorization and Corresponding

Considerations” (IMDRF/SaMD WG/N12FINAL:2014).
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7.0 Proposed General Classification
System for IVD Medical Devices (2&Ta1)

Figure 1: Proposed general classification system for IVD medical devices.

CLASS RISK LEVEL EXAMPLES
A Low Individual Risk and Low | Clinical Chemistry Analyser , prepared
Public Health Risk selective culture media
B al\r/]lccj)/doerraL’;eWInPcLljl\éllidculileF;::lg Vitamin B12, Pregnancy self testing,
Rick Anti-Nuclear Antibody, Urine test strips
C High Individual Risk and/or | Blood glucose self testing, HLA typing,
Moderate Public Health Risk PSA screening, Rubella
D High Individual Risk and HIV Blood donor screening, HIV Blood

High Public Health Risk diagnostic
ﬂ I 2524442 —_—r I




7.0 Proposed General Classification
System for IVD Medical Devices (2f5T%%)

Figure 1: Proposed general classification system for IVD medical devices.

PUBLIC health risk
Low Moderate High
Low A N/A* N/A*
NPT Moderate B BorC CorD
health risk
High C C D

* N/A means there is no such IVD medical device
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9.0 Classification Rules

I
Rule 3: IVD medical devices are classified as Class C if they are intended

for use:

e in detecting the presence of an infectious agent, if there is a
significant risk that an erroneous result would cause death
or severe disability to the individual, foetus or embryo being
tested or to the individual’s offspring.

e in screening, diagnosis or staging of cancer

e in screening for congenital disorders in new-born babies
where failure to detect and treat such disorders could lead
to life-threatening situations or severe disabilities.
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9.0 Classification Rules

Rule 5: The following IVD medical devices are classified as Class A:

Examples;

General culture media,
wash solutions,

Instruments and plain urine cup.
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GHTF/SG5/N6 (Clinical Evidence for IVD Medical Devices-Key
Definitions and Concepts)
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GHTF/SG5/N7 (Clinical Evidence for IVD Medical Devices-Scientific
validity determination and Performance Evaluation)
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GHTF/SG5/N8 (Clinical Evidence for IVD Medical Devices-Clinical
Performance studies for IVDs)
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