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Achievements

The subgroup has been cooperating with GHTF to review or draft the
following documents:

SG1-N45:2008 Principles of In Vitro Diagnostic (IVD) Medical
Devices Classification

SG1-N46:2008 Principles of Conformity Assessment for In Vitro
Diagnostic (IVD) Medical Devices

SG1(PD)/N063 “Summary Technical Documentation (STED) for
Demonstrating Conformity to the Essential Principles of Safety and
Performance of In Vitro Diagnostic Medical Devices”

“Clinical Evidence for IVD medical devices—Key Definitions and
Concepts” (Draft)

"Clinical Evidence for IVD medical devices—Clinical utility and
performance evaluation” (Draft)



Ongoing Work Items

Work Iltem Deadline
Collecting comments from member economies on Dec 31,
SG1(PD)/N063 (IVD STED) 2009
Conducting a “Survey on IVD Medical Devices Jan 31,
Regulations”from member economies 2010




GHTF/SG1(PD)/NO63

Kindly send us
your comments by
Dec 31, 20009.

PROPOSED DOCUMENT

Global Harmonization Task Force

Title: Summary Technical Documentation (STED) for Demonstrating
Conformity to the Essential Principles of Safety and Performance of In
Vitro Diagnostic Medical Devices

Authoring Group: Study Group 1 of the Global Harmonization Task Force

Date: March 26, 2009




Survey on |VD Medical Devices Regulations

Survey on the current regulatory element:
o Definition
o Classification
o Conformity assessment
QMS
Risk management
Performance evaluation
Use of standards
IVD STED
Clinical evidence
o Post-market surveillance and vigilance

Experience sharing, difficulties met and proposed
resolution



Kindly send us
your feedbacks by
Jan 31, 2010.
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Survey on IVD Medical Device Regulations

Name:

Email Address:

Ovrganization:

Country/Economy:

Section : Definition of ITVD Medical Devices

1. How do you define an “IVD medical device” in your cou conoriny”?

2. Does the definition differ to that of GHTF?

Section 2: Classification of 1VD Medical Devices

I, How many classes

{ay The classes:




Future Work Items

Work Item Deadline

eGap analysis of classification and conformity assessment of IVD | Mar 28,

medical devices in member economies 2010

eFeasibility study on adoption of the classification and conformity

assessment of [VD medical devices proposed by GHTF

Liaise to GHTF in revising the following documents: Jul 31, 2010

®“Clinical Evidence for IVD medical devices—Key Definitions and

Concepts” (Draft)

®”Clinical Evidence for IVD medical devices—Clinical utility and

performance evaluation” (Draft)

Liaise to GHTF in drafting documents on the following topics Dec 31,
2010

eEssential principles for demonstrating the safety and
performance of IVD medical devices

eLabeling (including graphical symbols) of IVD medical devices




Future Work ltems

Work Iltem Deadline
Holding training on IVD medical devices regulations: | The next
«Classification AHWP

eConformity assessment
ePerformance evaluation

meeting (Nov
2010)

Feasibility study on the adoption of the IVD STED,
definition and concepts on clinical evidence of IVD
medical devices proposed by GHTF

Sep, 2011




IVD Regulatory Elements and
Corresponding GHTF Guidances

Regulatory Element

Status

Posted on

Definition

SG1/N045:2008

June 23, 2008

Classification

SG1/N045:2008

June 23, 2008

Conformity Assessment

SG1/N046:2008

Aug 26, 2008

Technical Documentation

SG1(PD)/N063

Mar 26, 2009
(Open for public
comments until Jan, 2010)

Clinical Evaluation and
Investigation

“Clinical Evidence for IVD medical N/A
devices—Key definitions and

concepts” (Draft)

“Clinical Evidence for IVD medical N/A

devices—Clinical utility and
performance evaluation” (Draft)




“Clinical Evidence for IVD medical devices—Key
Definitions and Concepts” (Draft)

Clinical Evidence

/\

Clinical Utility (of the parameter) Performance evaluation of the IVD
medical device.

Literature search

Expert opinion eventually
supplemented with some feasability v
studies Analytical Performance

Technical test performance

If applicable,

Clinical Performance

A

Inclusion of Clinical Evidence in the Technical Documentation.




"Clinical Evidence for IVD medical devices—Clinical
utility and performance evaluation” (Draft)

Table of Contents
Introduction
Scope
References
Definitions
General principles of clinical evidence
What is clinical utility for an IVD medical device?
6 I When is clinical utility expected?
6.2 How to document clinical utility?
7. What is performance evaluation?
7.1 What 1s analytical performance and when it is expected?
7.2 What 1s clinical performance and when it is expected?
7.2.1 What is clinical performance?
7.2.2 When is clinical performance expected?
7.2.3 How to perform clinical performance?
7.3 How to analyze the clinical performance results?
7.4 How to report the clinical performance results?
7.5 Clinical performance and post market?
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Future Work ltems

The following guidances will be revised in
terms of specific IVD elements in the coming
GHTF SG1 IVD Subgroup Meeting next week
(Nov 16-19, 2009 in San Jose, USA) :

SG1-N41R9:2005 "Essential Principles of
Safety and Performance for Medical Devices”

SG1-N43:2005 "Labelling for Medical Devices”



Commitment

Ir;volvr?]rgernt Multidisciplinary
of membe integration
economies

Thank you for your attention!




