_scH
_ScH
UYL MY

VD Medical Device
Classification Tool

Dr. Soe Ye Yint Tun
2022.11.07

NNNNNNNNNNNNN



Motivation

» SCH Medical Device CoE choose “Principles of In Vitro Diagnostic (IVD)
Medical Devices Classification” as part of the core curriculum

» The document describe classification rules in paragraphs (plain text)

®» Required the users to remember the rules so that the users can know where
to start when classifying IVD medical devices.
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Purpose

» To help the users to understand the classification rules easier

» To allow step by step approach in classifying IVD medical devices without
relying on memory.
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Methodology

» This tool is developed based on the "Principles of In Vitro Diagnostic
(IVD) Medical Devices Classification (IMDRF/IVD WG/N64FINAL:2021)"

» To help the users in narrowing down the classification rules for an IVD
medical device of inferest.

= Since there are multiple phrases with different meanings in some
classification rules, we have added numbering system to identify the
exact phrase of the rule (e.g. Rule 1.1, Rule 1.2).

Devices infended to be used to detect the presence of, or exposure to, a fransmissible agent in
blood, blood components, cells, tissues or organs or any of their derivatives, in order to assess their

Rule 1.1 suitability for tfransfusion, fransplantation or cell administration
Devices infended to be used to detect the presence of, or exposure to, a tfransmissible agent that
Rule 1.2 causes a life-threatening, disease with a high or suspected risk of propagation
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Methodology

» We identified the keywords from the classification rules and created a data
table to filter the rules by similar keywords.

» After refining the similar keywords, we have three groups of keywords (Step-
1, Step-2 and Step-3) which are used to narrow down the related
classification rules for individual device.
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Using the tool

» The user should fully understand the original IMDRF document before using
this tool to be able to classify the IVD medical devices correctly because
this tool focus only on the rules of the IMDRF document.

» There are otherimportant sections in IMDRF document such as Definitions,
General Principles, and Recommendations and Factors Influencing IVD
Medical Device Classification, etc.

» This tool is not designed to replace the original document but help the users
in navigating the rules easier.
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SCH Medical Device Regulatory
Center Website

https://www.ebdiagnostics.org/center/index.do
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@, Website for 2022 Favec Registration for 2022
e OCH Medical Device CoE Tranining SCH Medical Device CoE Traning

click here p- Register here p
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MEDICAL DEVICES APEC Regulatory Training Center -‘l‘.
SCH CLINICAL RESEAREH CENTER of Excellence (Medical Devices)

Medical Device

Vigilance Research Education About

Introduction APEC CoE

HARMONIZATION

Quality

hitps://www.ebdiagnestics.ora/schmc/sub_id_req.do
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Link fo CoE fraining welbsite
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@, Website for 2022 Registration for 2022
e OCH Medical Device COE Tranining | ..o SCH Medical Device CoE Traning

click here » Register here b

MEDICAL DEVICES = APEC Regulatory Training Center
SCH cLINICAL RESEAREH CENTER of Excellence (Medical Devices)

: Medical Device -
Introduction APEC CoE Vigilance Research Education About

SOONCHUNHYANG A HARMONIZATION

HEALTHCARE
Quality Evaluation

https:ffwww.ebdiagnostics.orafschme/sub_id_req.do
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CoE training website

https://www.ebdiagnostics.org/schmc/index.do

& ebdiagnostics.org/schmc/ind:

Login Join Contact us

S T KT BT Qo 2022 SCH APEC Medical Device CoE Training

In-person - Novernber 7th—8t 2022 (COEX, Seoul) | Online - November 9h— 23d ,2022 (Website)

Introduction Program VOD Lecture Online Activity Live Conference My page Tool
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IVD medical device
classification tool

& ebdiagnostics.org/schmc/indexda

‘ Home ‘ Login ‘ Join ‘
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HOW TO use ®» Use “Reset” to clear all

selection.

IMDRF 2021 IVDR 2020 GHTF2008
L x~Reset
» Start classifying the IVD e
medical device by +STEP2
selecting keywords in the +STEP3
STE P ] ’/ STE P 2' O n d STE P 3 ° Related Rules and Description
No Rules Description Class
classified in
i iR &5 step-1: 4. Instruments and Others / step-2- Controls, Calibrators, Accessories, Software [ step-3: Calibrators the same
e s Calibrators intended to be used with an IVD reagent should be placed in the same class as the VD reagent class as the
device
step-1: 4. Instruments and Others [ step-2: Controls, Calibrators, Accessories, Software / step-3: Controls ;l]asmﬁed n
2 Section 6.6 Stand alone control materials with quantitative or qualitative assigned values intended for one specific analyte or multiple = same
4 class as the
analytes should be placed in the same class as the IVD reagent(s) enisien
step-1: 4. Instruments and Others / step-2- Controls, Calibrators, Accessories, Software [ step-3: Softwares as part of Medical Device ::Lassmed i
3 Rule 5 (Note 3) The performance of software or an instrument that is specifically required to perform a particular test will be assessed at the | N samcteh
same time as the respective reagent(s). ¢ asls BRE
device
sten-1-4. Instruments and Others / sten-7- Contrals Calibrators Accessories Software / sten-3- Saftware as a Medical Device (SaMN rlassifinrd
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How 1o use

J1. Blood Grouping
» MU|‘|'|p|e [J2. Companion Diagnostics

[J3. Congenital or Inherited Condition/Disease or Cancer

keywords for 4. Instruments and Others

each STEP can 5. Life-threatening Disease or Condition

be C h osen. 6. Related to Infecti_ous or T_ransmissible Conditions
7. Self- or Near-Patient Testing
J8. Otherwise
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How 1o use

‘ IMDRF 2021 IVDR 2020 GHTF2008

~Reset
+STEP-1

+STEP-2

+STEP-3

» Affer STEP-3, the table
below W|| | ShOW on |y .I-he ‘ Related Rules and Description ‘
related rules for the IVD o Rues Deseriprion Elass
m e d i C O | d evic e b ei n g step-1: 6. Related to Infectious or Transmissible Conditions / step-2: Life-Threatening or Incurable or High Risk of Propagation / step-3: Transmissible

’ Rils 12 agent that causes A Life- Threatening, often Incurable, Disease With A High Risk of Propagation
ule 1.

epe Devices intended to be used to detect the presence of, or exposure to, a transmissible agent that causes a life-threatening, L
C | CI SS | fl e d . disease with a high or suspected risk of propagation
step-1: 6. Related to Infectious or Transmissible Conditions / step-2: Erroneous Result Would Cause Serious Health Outcomes / step-3: Erroncous Res
» Th e U S e r C O n Th e n 2 Rule33 ult Would Cause Serious Health Qutcomes c
ule 3.

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.

decide which class the
device should be put — - _ _
step-1: 5. Life-threatening Disease ar Condition / step-2: Erroneous Result Would Cause Serious Health Outcomes / step-3: Management of Patients S

I n TO . 3 Rule 3.11 uffering From A Life-Threatening Disease or Condition C
in the management of patients suffering from a life-threatening disease or condition.

step-1: 7. Self- or Near-Patient Testing [ step-2: Self- or Near-Patient Testing Devices / step-3: Self- or Near-Patient Testing Devices
4 Rule4.1 WD medical devices intended for use by lay users (such as for self-testing or near-patient testing) are classified as Class C, C
except for devicesinrule 4.2, rule 1.1, & rule 1.2,
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More tools

/

» |n addition to IMDRF 2021 version, we
have also developed the tools for

IMDRF 2021 IVDR 2020 GHTF2008

= |VDR 2020 (Guidance on — — ~Reset
Classification Rules for in vifro +STEP-1
Diagnostic Medical Devices under +STEP-2
Regulation (EU) 2017/746) and +STEP-3

= GHTF 2008 (GHTF/SG1/N045:2008) il i

No Rules Description Class
I | classified in
O S We . 1 Implementing step-1: 4. Instruments and Others / step-2: Controls, Calibrators, Accessorics, Software / step-3: Calibrators the same
Rulel. Calibrators intended to be used with a device shall be classified in the same class as the device. class as the
device
) X classified in
fivicl in step-1: 4. Instruments and Others / step-2: Controls, Calibrators, Accessorics, Software / step-3: Controls o i
2 mplementing Control materials with quantitative or qualitative assigned values intended for one specific analyte or multiple analytes shall
Rule 1. 2 3 : class as the
be classified in the same class as the device. S
device
classified in
3 Implementing step-1: 4. Instruments and Others / step-2: Controls, Calibrators, Accessorics, Software / step-3: Softwares the same
Rule 1. Software, which drives a device or influences the use of a device, shall fall within the same class as the device. class as the
device
X . classified
. step-1: 4. Instruments and Others / step-2: Controls, Calibrators, Accessorics, Software [ step-3: Accessories £
Implementing L b 2 Z . p R : i , : according to
4 Accessories for an in vitro diagnostic medical device shall be classified in their own right separately from the device with
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Example Case

Rapid Antigen test for diagnosis of COVID-19 infection (Self-testing) in the early
pandemic.

Intended purpose — Diagnosis of COVID-19 In early pandemic

» COVID-19 infection is regarded as a fransmissible agent that causes a life-
threatening disease with a high risk of propagation.

» According to rule 1.2, the test kit should be classified as Class D.
» |fis also a self-testing device.

» According to rule 4.1, the test kit should be classified as Class C.

» However, the recommendation in Section 8 of IMDRF document states if
more than one of the classification rules applies to the IVD medical device,
the device should be allocated to the highest class indicated which in this
case should be Class D.
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Thank you

If you have any feedbacks regarding this tool, feel free to reach at schmd.coe@gmail.com.





