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 Cybersecurity

 SaMD

 UDI

• UDI

 Fully 

implemented : 

14 guidelines

 Partly 

implemented:

14 guidelines

UDI

• SaMD • SaMD • UDI

• SaMD

• SaMD • AI/ML based 

SaMD



Working Group Current Activities Milestone

Regulated Product 

Submission

(HC & US FDA)

NWIE

“Evolution of the In Vitro 

Diagnostics and Non-In Vitro 

Diagnostics Device Market 

Authorization Table of Contents 

documents (IMDRF/RPS WG/N9 

and IMDRF/RPS WG/N13) ”

-

Good Regulatory 

Review Practice

(US FDA & HSA)

NWIE

Development of a reporting model 

for medical device regulatory 

reviews conducted by conformity 

assessment bodies (CABs)

Draft for Public 

Consultation

March, 2022
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Working Group Current Activities Milestone

Adverse Event 

Terminology

(MHLW & PMDA)

NWIE

Signal Detection

Maintenance

IMDRF Terminology

Revision

(Maintenance)

March, 2022

Personalized 

Medical Device

(TGA)

NWIE

PMD Production Validation

-Part I : Validation aspects of a 

specified design envelope

-Part II : Validation aspects of an 

Medical Device Production 

System

Draft for Public 

Consultation

March, 2022

Final Document

September, 2022



Working Group Current Activities Milestone

Medical Device 

Clinical Evaluations

(NMPA)

Closed

Medical Device

Cybersecurity 

Guide

(US FDA & HC)

NWIE

Medical Device Cybersecurity 

Deeper Dive: Legacy Devices 

and Transparency of Software 

Components Including Use of 

Third-Party Software

Draft for Public 

Consultation

April, 2022

Final Document

March, 2023
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Working Group Current Activities Milestone

Principles of In 

Vitro Diagnostic 

(IVD) Medical 

Devices 

Classification

(Roszdravnadzor)

Closed

Artificial 

Intelligence Medical 

Devices

NWIP

Machine Learning-enabled 

Medical Devices—A subset of 

Artificial Intelligence-enabled 

Medical Devices: Key Terms and 

Definitions(Draft)

(60 days Public Consultation)

Final Document

March, 2023



Working Group Current Activities Milestone

Review and Update 

of the GHTF clinical 

evidence 

documents for IVD 

medical devices

(Roszdravnadzor)

NWIP

GHTF/SG5/N6 “Clinical Evidence 

for IVD Medical Devices – Key 

Definitions and Concepts”

GHTF/SG5/N7 “Clinical Evidence 

for IVD Medical Devices –

Scientific Validity Determination 

and Performance Evaluation” and 

GHTF/SG5/N8 “Clinical Evidence 

for IVD Medical Devices – Clinical 

Performance Studies for IVDs

-



Thank you


