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Maintenance
& Service

Design &
Development

Deployment or

. Decommissioning
Implementation

Verification & Validation

1SO 13485:2016 (QMS)
1SO 14971:2019 (Risk Management)

vy

A

Idea/ Concept/

Definition/
Feasibility

Market validation
User need
Intellectual property (IP)

Design &

Development

Design input
*Standard, User
needs, EP, etc.

v

Regulatory review

* Definition of medical device
in Thailand : comply with the
Medical Device Act of 2019

« Risk classification of medical
device
Class 4 — High risk
Class 3 — Moderate to High

risk
Class 2 — Low to Moderate

risk
Class 1 — Low risk

* The regulation
Licensed — Class 4
Notified —Class 2 and 3
Listed —Class1

* Personnel training
Regulatory affairs

Design
process

Design output

*Specification

Center for innovative Medical
Device Promotion, Thai FDA

Prototype

* Inspection

* (e.g., Dimension, Visual
inspection)

* Testing*

* Pre-clinical testing

* (e.g., Chemical, Physical,
Biological)

* Animal testing

* Analysis*

* (e.g., Software validation,
Sterilization validation)

Standard:
TIS, 1SO, EN I1SO, ASTM,

Validation

Market
Approval

Clinical evaluation
(e.g., MEDDEV 2.1/1 rev.4)

* Clinical data
1) Literature Review
2) Clinical Experience

Insufficient

— o — e |
3) Clinical Investigation
*1SO 14155:2020
Clinical Performance
*1SO 20916:2019

Investigation Devices from
Initials Production lot/batches

Ethical Committee's
approval
[From recognized EC

Thai FDA's approval
for
testing/Analysis/Inspection

parallel

Thai FDA's
approval
for Clinical
investigation

|
|
|
|
by Thai FDA] |
|
|
|
|

I

Note. *Typically, some testing or analysis will be conducted under a laboratory quality system
compliant to ISO/IEC 17025 or an equivalent standard.

Design Transfer

* Production
Specification

* Trial Run & Process
Validation

Device Production

1SO 13485:2016/
Thai GMP (QMS)

Mass Production

Establishment registration
with Thai FDA

Medical Device registration
with Thai FDA

Prepare technical
document for
submission with
Thai FDA

Class 1 Class2-4
. CcSDT
Listing document

Product liability law

Post Marketing Surveillance

Competition Etc.
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Risk management plan

- Risk analysis

Intended use and reasonably foresecable misuse
— ldentification of characteristics related to safety
— ldentification of hazards and hazardous situations
— Risk estimation

Risk evaluation

— Risk control

— Hisk control option analysis

— |Implementation of risk confrol measures
Residual risk evaluation

— Benafit-risk analysis

— Risks arising from risk control measures

— Completeness of risk control

Y

—| Evaluation of overall residual risk

Y

| Risk management review

Y

—— Production and post-production activities

— General

= Information collection
=— [nformation review
— Actions

Risk assessment

Risk management
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IEC80001-1:2021

IEC/TR 80002-1:2009

Application of risk management for IT-networks incorporating medical

devices - Part 1: Safety, effectiveness and security in the implementation
and use of connected medical devices or connected health software

Medical device software - Part 1: Guidance on the application of ISO 14971
to medical device software



Scoping
& Plan
Stage 4
Clinical Evaluation Report Clinical € of
including pertinent'data
PMS/PMCF Plan Eval u at| on and any remaining

unaddressed issues

or gaps in the dat

Anal cal data of
and its ance with tdata
regarding to
demonstrating
conformity with the EP

per
in terms of quality and
its contribution to

clinical evaluation

S

A methodologically sound ongoing procedure to
collect appraise and analyze clinical data pertaining
to a medical device and to evaluate whether there is
sufficient clinical evidence to confirm compliance with

relevant essential requirements for safety and
performance when using the device according to the
manufacturer’s Instructions for Use.

*Apply to all classes of Medical Devices (Class 1 - 4)
*Clinical Evaluation is responsibility of the manufacturer

The results of the clinical evaluation and the risk assessment shall be
used to determine the required clinical development stages and justify
the optimal design of the clinical investigation. They shall also help
identify relevant endpoints and confounding factors to be taken into
consideration and serve to justify the choice of control group(s) and if
applicable, comparator(s), the use of randomization or blinding, and

other methods to minimize bias. Source: 1SO 14155:2020

Objectives of Clinical Evaluation Ensures that the evaluation of safety and

12

performance of the device is based on sufficient clinical evidence throughout the
lifetime that the medical device is on the market.

Source: Meddev 2.7/1 revision 4



Clinical Data [NON-IVD]

The safety and/or performance information
that is generated from the clinical use of a device

Invgéggllziif) anl Clinical investigation(s) of the
2 Scientific Clinical investigation(s) or other studies reported in scientific
Literature literature, of a
3.Clinical Reports published in on other
Experiences of either the device in question or device for which

equivalence to the device in question can be demonstrated.

Clinically relevant information coming from post-market surveillance,

Source: EU2017/745 (MDR)
13

in particular the post-market clinical follow-up.




Clinical

Used for the same clinical
condition, and

Used for the same intended
purpose, and

Used at the same site in the
body, and

Used in a similar populations,
and

Not foreseen to deliver
significant different
performances

14  Source: Meddev 2.7/1 revision 4

Technical

Be of similar design, and

Used under the same condition
of use [clinical setting/home use
environments], and

Have similar specifications and
properties, and

Used similar deployment
methods (if relevant), and

Have similar principles of

operations and critical

performance requirements
**Same Algorithm**

M\
Biological

Used the same materials or
substances in contact with

the same human tissues or
body fluids.



Common Submission Template Dossier
(CSDT)

1. Executive Summary 6. Risk Analysis

The clinical data and the clinical evaluation report
pertaining to a medical device.

2. Essential Principles of 7. Manufacturer

o Clinical e Safety and Performance Information
Hica Evaluation pes
Evidence Report Data (s)
3. Device Description 8. DOC
Clinical Data 4. Summary of Design 9. LOA

The safety and/or performance information that is ~ Verification and Validation

generated from the clinical use of a device Documents .
- Pre Clinical Studies

J] - Clinical Evidence J

Clinical Data | Clinical Clinical
1. Scientific Literature Evaluation EvaluatiOn

2. Clinical Experience 5 Device Labelli
. bevice Labelllin
Report ?

- Label & IFU

3. Clinical Investigation

15



Clinical Evaluation/Performance
Evaluation of
Software as Medical Device (SaMD)
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1. Valid Clinical Association (auguriusnenaiinvigneos)
Wunsusudindn Output ann SaMD [wu uwdAa (concept) Foagu (conclusion) wiansAuin (calculations)]
AuriusAvanevneassinesoansvneeainiaanglinioli mnuduriussinandulymundnisnnis weeidudl
pansuluvumainvsall Tasonausaduannussanunsuiifogud grudoyameinenemansuioannmsdnuvenadin
Dusin

2. Analytical Validation (nnsnsyd@ouANNONEDILBIILATIZA)
Dunmsamadaumuaunsnvasonsing lunisashe Output fislaansldosnnsdas uldug uazndadald anndoya
Input fitlowd lu dagfnananunsansiageumnugndoadaiiaazildann Software Verification and Validation
Tunszuunseanuuuazmunwansing

3. Clinical Validation (n1ssasyadauANNONsDININAETIN)
[DumsamadauAmNNatnsaluMIRNadnsTignsos uluen uandodols assenainnuszasdiigenunaltidorn U Tsma
patnAugthofidunauihuung guandasnnaseuitingus:asdnisiduas SaMD 1wu nMsdnngas faeu ¥
Atadulsaiufianumunzan uazdussdndannuaain ldud
- maUszfiuanah (sensitivity) Anusnmne (specificity) mnutinanfudigihoazatulsaiuifiomsamalwuadiuuin
(positive predictive values) Anutinanduiigiholi lddulsaduiionsasalwnaluau (negative predictive values)

Taudfoya clinical validation anannannms@nununeeain nieunasdoyadu
Source: AffauuwvnemarAuguaendingiazaausausiiluinsasdownwng
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1. Valid Clinical Association (A uguniusnenanningneion)
Is there a valid clinical association between your SaMD output, based on the inputs and algorithms selected,
and your SaMD’s targeted clinical condition?

Step 1: Verify that the association between the SaMD output and the targeted clinical condition is

supported by evidence.

Note: All SaMD should demonstrate a valid clinical association.

Example: MDSW that detects heart arrhythmia by analysing auscultation sound obtained by a digital stethoscope requires
demonstrating VALID CLINICAL ASSOCIATION of the association between abnormal cardiac sounds and heart arrhythmia

Question: How do | “generate evidence”?
You can verify by using existing evidence or you can verify by generating new evidence

Examples of existing evidence

- Literature searches - Original clinical research

- Professional society guidelines - Clinical investigation/clinical performance studies

- Published CLINICAL DATA (e.g. Summary of Safety and Clinical Performance (SSCP) / Summary of Safety and
Performance (SSP), Registries and databases from authorities)

Examples of generating new evidence

- Secondary data analysis (analysis of real world data) - Perform clinical investigation/clinical performance
Source: IMDRF/SaMD WG/N41FINAL:2017
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EUROPEAN COMMISSION
D63 Intemal Market, Indusstry, Entreprenzurship and SMEs
Consumes. Environmental and Health Technologies

@ Health technology and Cosmetics

MEDDEV 2.7/1 revision 4

June 2016

GUIDELINES ON MEDICAL DEVICES

CLINICAL EVALUATION:
A GUIDE FOR MANUFACTURERS AND NOTIFIED BODIES
UNDER DIRECTIVES 93/42/EEC and 90/385/EEC

Note

The present Guidelines are part of a set of Guidelines relating to questions of application of EC-Directives on medical
Devices. They are legally not binding. The Guidelines have been carefully drafted through a process of intensive
consultation of the various interested parties (competent authorities, Commission services, industries, other interested
parties) during which intermediate drafts where circulated and comments were taken up in the document. Therefore, this
document refiects positions taken by representatives of interest parties in the medical devices sector. These guidelines
incorporate changes introduced by Directive 2007/47/EC amending Council Directive S0/3B5/EEC and Coundil Directive
S3IMVEEC

MEDDEY 2.7/1 revision 4 page 1 of 65

IMDRF MDCE WG/NS6FINAL:2019 (formerly GHTF/SGS/N2R8:2007)

L) IMDRF 5 miiersZorn

FINAL DOCUMENT

International Medical Device Regulators Forum

Title: Clinical Evaluation
Authoring Group: Medical Device Clinical Evaluation Working Group

Date: 10 October 2019

Elena M. Astapenko, IMDRF Chair

This document was produced by the International Medical Device Regulators Forum. There are
no restrictions on the reproduction or use of this document; however, incorporation of this
document, in part or in whole, into another document, or its translation into languages other than
English, does not convey or represent an endorsement of any kind by the International Medical
Device Regulators Forum

Copyright © 2019 by the International Medical Device Regulators Forum.

W\
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Medical Devices

Medical Device Coordination Group Document MDCG 2022-2

MDCG 2022-2

Guidance on general principles of
clinical evidence for In Vitro Diagnostic
medical devices (IVDs)

January 2022

(Y

GHTESGENT:2012

GHTF

FINAL DOCUMENT

Global Harmonization Task Force

Title: Clinical Evidence for IVD medical devices — Scientific Walldity
Determination and Performance Evaluation

Authoring Group: Siudy Group 5 of the Global Harmonlzation Task Force

Date: November 2 2012

Dir. Eazunarl Asanuma, GHTF Chair

This document was produced by the Global Harmanizazion Task Foree, a volumeary Internatlonal group of
representativs from medical device regulatory authorieies and erade assoclations from Eurape, the United
Stabes of America (USA), Canada, Japan and Ausiralia.

The domment s imended 1o provide non-hinding guidance o regalatory suthorities For use i the
regulattan of medical devices, and has been subject 1o consaltation throughot s development.

There are na restrictions an ibe reproducilen, disiribution or use of this docameni; however, incorperailan
af this docament, in part ar i whole, into any other document, of 1 ranskacian lmeo begmges wher than
English, does not convey or represent an endorsement of any kind by the Clobal Harmanlzation Task
Forre.

Copyright © 2012 by the Clobal Hasmonlzation Task Force

W\
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Medical Device
Medical Device Coordination Group Document MDCG 2020-1

MDCG 2020-1

Guidance on Clinical Evaluation (MDR)
| Performance Evaluation (IVDR) of
Medical Device Software

March 2020

This document has been endorsed by the Medical Device Coordination Group (MDCG)
established by Aricle 103 of Regulation (EU) 2017/745. The MDCG is composed of
representatives of all Member States and it is chaired by a representative of the European
Commission.

The document is not a European Commission document and it cannot be regarded as reflecting
the official position of the European Commission. Any views expressed in this document are not
legally binding and only the Court of Justice of the European Union can give binding
interpretations of Union law.

IMDREF/SaMD WG/N41FINAL:2017

) IMDREF 525 wisters o

Final Document

Title: Software as a Medical Device (SaMD): Clinical Evaluation
Authoring Group: Software as a Medical Device Working Group

Date: 21 September 2017

y 2
Y et

LAV

J. Patrick Stewart, IMDRF Chair

This document was produced by the International Medical Device Regulators Forum. There are
no restrictions on the reproduction or use of this document; however, mcorporation of this
document. in part or in whole, mto another document, or 1ts translation mto languages other than
Enghsh does not convey or represent an endorsement of any kind by the International Medical
Device Regulators Forum.

Copyright © 2017 by the Intemational Medical Device Regulators Forum.
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Idea/ Concept/

Definition/
Feasibility

Market validation
User need
Intellectual property (IP)

Design &

Development

Design input
*Standard, User
needs, EP, etc.

v

Regulatory review

* Definition of medical device
in Thailand : comply with the
Medical Device Act of 2019

« Risk classification of medical
device
Class 4 — High risk
Class 3 — Moderate to High

risk
Class 2 — Low to Moderate

risk
Class 1 —Low risk

* The regulation
Licensed — Class 4
Notified —Class 2 and 3
Listed —Class1

* Personnel training
Regulatory affairs

Design
process

Design output

*Specification

Center for innovative Medical
Device Promotion, Thai FDA

Prototype

* Inspection

* (e.g., Dimension, Visual
inspection)

* Testing*

* Pre-clinical testing

* (e.g., Chemical, Physical,
Biological)

* Animal testing

* Analysis*

* (e.g., Software validation,
Sterilization validation)

Standard:
TIS, 1SO, EN I1SO, ASTM,

Validation

Market
Approval

Clinical evaluation
(e.g., MEDDEV 2.1/1 rev.4)

* Clinical data
1) Literature Review
2) Clinical Experience

Insufficient
— o — el |
3) Clinical Investigation
*1SO 14155:2020
Clinical Performance
*1SO 20916:2019

Investigation Devices from
Initials Production lot/batches

Ethical Committee's
approval
[From recognized EC

Thai FDA's approval
for
testing/Analysis/Inspection

parallel

Thai FDA's
approval
for Clinical
investigation

|
|
|
|
by Thai FDA] |
|
|
|
|

I

Note. *Typically, some testing or analysis will be conducted under a laboratory quality system
compliant to ISO/IEC 17025 or an equivalent standard.

Design Transfer

* Production
Specification

* Trial Run & Process
Validation

Device Production

1SO 13485:2016/
Thai GMP (QMS)

Mass Production

Establishment registration
with Thai FDA

Medical Device registration
with Thai FDA

Prepare technical
document for
submission with
Thai FDA

Class 1 Class2-4
o cspT
Listing document

Product liability law

Post Marketing Surveillance
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Medical Devices Standard
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Medical Devices Standard

Horizontal Standard
(Basic Standard)

Standard indicating fundamental
concepts, principles and requirements
with regard to general safety and
performance aspects applicable to all
kinds or a wide range of products
and/or processes

- 1SO 14971:2019 Medical devices -
Application of risk management to
medical devices

- ISO 13485:2016 Medical devices -
Quality management systems -
Requirements for regulatory purposes

- ISO 14155:2020 Clinical investigation of
medical devices for human subjects -
Good clinical practice

Semi-Horizontal Standard
(Group Standard)

Standard indicating aspects applicable to
families of similar products and/or
processes making reference as far as

possible to
basic standards

-1SO 14630:2012 Non-active surgical
implants - General requirements
-1SO 11607-1:2019 Packaging for
terminally sterilized medical devices -
Part 1: Requirements for materials,
sterile barrier systems and packaging
systems

s

Vertical Standard
(Product Standard)

Standard indicating necessary safety and
performance aspects of specific products
and/or processes, making reference, as
far as possible, to basic standards and
group standards

-1SO 11979-2: 2014 Ophthalmic implants
— Intraocular lenses — Part 2 Optical
properties and test methods

-1SO 14607:2018 Non-active surgical
implants - Mammary implants -
Particular requirements




General Standard m Responsibility

IEC 60601-1:2005 +Amd1:2012 +Amd2:2020 CSV Consolidated version Medical Report ISO/IEC 17025 Certified Laboratory
electrical equipment - Part 1: General requirements for basic safety and
essential performance
Collateral Standard m Responsibility
IEC 60601-1-2:2014 + Amd1:2020 CSV Consolidated version (Ed. 4.1) Medical Report ISO/IEC 17025 Certified Laboratory

electrical equipment - Part 1-2: General requirements for basic safety and essential
performance - Collateral standard: Electromagnetic compatibility — Requirements
and tests

IEC 60601-1-6:2010 +Amd1:2013 +Amd2:2020 CSV Consolidated version (Ed. 3.2) Report ISO/IEC 17025 Certified Laboratory
Medical electrical equipment - Part 1-6: General requirements for basic safety and
essential performance - Collateral standard: Usability

Particular Standard m Responsibility

IEC 60601-2-22:2019 Medical electrical equipment - Part 2-22: Particular Report ISO/IEC 17025 Certified Laboratory
requirements for basic safety and essential performance of surgical, cosmetic,
therapeutic and diagnostic laser equipment

25
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Annex B
(normative)

Tests for shell integrity

B.1 Shell material

B.1.1 Test specimen preparation

Unless otherwise indicated below, all test specimens shall be prepared using die Type 2, as detailed
in ISO 37:2017. Where the implant is prefilled, the silicone gel or other material shall be removed. The
tests shall include mandrel marks or orientation means if these are present on the shell. If required,
propan-2-ol is recommended to aid test specimen cleaning.

The tests are most conveniently carried out using a commercially available tensile testing frame. In all
cases, the test specimen shall be securely clamped at either end and then extended at a constant rate of
(500 £ 10) mm/min.

B.1.2 Elongation

Elongation shall be determined in accordance with the requirements of IS0 37:2017.

{Hudeii [9rvun
Specification of
Silicone Breast Implant

| Elongati ini
gation shall be a minimum of 450 %. . ..
o Foneation shall 2o g minimum of 30 %! Acceptance 1. Elongation 450 % minimum
B.1.3 Tensile set Requirement/Criteria
The test shall be carried out in accordance with the requirements of 150 37:2017. 2 Tensile set 10 % maXi.mum

The test specimen shall be elongated to (300 £ 15) %, maintained at this elongation for (3,0 £ 0,3) min, and
then relaxed to the starting position. After this, within 1 mill,_the tensile set shall be a maximum of 10 %. |



(p2Y U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products
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. . : ; : * CDRH FOIA Electronic
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* FDA Guidance Documents
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t of Health & Human Services

pIN U.S. FOOD & DRUG

ADMINISTRATION

Home | Food | Drugs | Medical Devices

Radiation-Emitting Products

Follow FDA | En Espaiiol

SEARCH

Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Recognized Consensus Standards: Medical Devices
© FDAHome © Medical Devices @ Databases

1to 2 of 2 Results
Keyword: Machine Learning

New Search
Date of & Specialty Task A
Entry ¥ Group Area
General | (QS/
12192022 RM)
Software/
12/19/2022 Informatics

Page Last Updated: 05/29/2024

Recognition & Extentof &

Number W Recognition ¥
5-138 Complete
13124 Complete

&
Results per Page

EExpon To Excel “F Standards Search Assistance

Standards
Developing

Organization Number and Date

AAMI TIR66: 2017/(R)2020

AAMI CR34971:2022

Mote: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espafiol | 82737 | Tiéng Viét | St 0] | Tagalog | Pycckuii | il | Kreydl Ayisyen | Francais | Polski | Portugués | Italiano | Deutsch | B#5E | -t
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Standard Designation

Standard Title
(click for recognition information)

Guidance for the creation of physiologic
data and waveform databases to
demonstrate reasonable assurance of the
zafety and effectiveness of alarm system
algerithms

Guidance on the Application of ISO 14371
to Artificial Intelligence and Machine
Learning
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Quality Management System Standard

(1) ISO 13485-1:2016 Medical devices - Quality management systems - Requirements for regulatory
purposes

(2) naninausiiazisnisia lunsuasnia3aafiaunmg mNUTNIANTNTNANEISAUAD 1594 STUUALAMNYBINITHAD

iPaagdonng w.A. 2566

(3) HNBFEIUAITNTIRADUUALFUTDNWANDNH Ne . 13485-2562 1@Foaiounng - s2UUASUSAITNUALATIN — FDATHUA

WansANAURKA
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All medical devices, must be designed and manufactured to ensure that
they are safe and perform as intended throughout the product life cycle.

The Essential Principles for Safety and Performance checklist describes the
fundamental designh and manufacturing requirements. The design and
manufacturing requirements that are relevant to a particular medical
device must be identified and where requirements are deemed not
applicable, the rationale has to be documented.

This applies to all medical devices, including Class A medical device.



31

General Requirement

Benefit outweigh risk

Risk management

Performance conform with intended use
Stability

Transportation and storage

Benefit vs Adverse event

Clinical evaluation

m Design & Manufacturing Requirement

8
9
10
11
12
13

14
15

16
17

18
19

Chemical, physical and biological properties

Infection and microbial contamination

Manufacturing and environmental properties

Medical devices with a diagnostic or measuring function
Protection against radiation

Requirements for medical devices connected to or equipped
with an energy source

Protection against mechanical risks

Protection against the risks posed to the patient by supplied
energy or substances

Active implantable medical devices

Protection against the risks posed to the patient for medical
devices for self testing or self-administration

Information supplied by the product owner

Clinical Investigation
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EP1 = Safety & Acceptable benefit/risk profile

1. Medical devices shall be designed and
manufactured in such a way that, when
used under the conditions and for the
purposes intended and, where applicable,
by virtue of the technical knowledge,
experience, education or training of
intended users, they will not compromise
the clinical condition or the safety of
patients, or the safety and health of users
or, where applicable, other persons,
provided that any risks which

may be associated with the use of the
medical device for its intended purpose
constitute acceptable risks when weighed
against the intended benefits to the
patient and are compatible with a high
level of protection of health and safety.

Applicable to
the devices ?

- Yes
- Applicable

Method of Conformity

standard, guideline,
guidance

1.1SO 13485:2016
2.1SO 14607:2018
3. MEDDEV 2.7/1
revision 4

4.1S0 14971:2019

Identity of Specific
Document

srulonansndng ui (9 Tuns
WARNANNADAARDIAL
standard, guideline,
guidance \wu test reports
/ records, validation
reports, certificate etc.
TasfossruminulaD e
naoTuLioutwag reports

1. 1SO 13485:206 Certificate
No. XX

2.1S0 14607:2018 Report
No. XX

3. Clinical Evaluation Report
No. XXX, Revision XX

4. Risk Management File No.
XX
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Essential Design and manufacturing principle

General requirement

Clinical evaluation

Chemical, physical and biological properties

Sterility, packaging and microbial contamination
Considerations of environment and conditions of use

Requirements for active medical devices connected to or
equipped with an energy source

Medical devices that incorporate software or are standalone
software or mobile applications

Medical devices with a diagnostic or measuring function
Labelling and Instructions for use

Protection against electrical, mechanical and thermal risks
Protection against radiation

Protection against the risks posed by medical devices intended
for use by lay persons

Medical devices incorporating materials of biological origin

Software embedded in
medical devices

v
v
If applicable

If applicable
v

v

AN

< B -

If applicable

(i) Standalone software
(ii) Standalone mobile application
(iil) Web-based software




Essential Principles applicable to medical devices other than IVD medical devices

Essential Design and manufacturing principle Software embedded | (i) Standalone software

in medical devices | (ii) Standalone mobile application
(iil) Web-based software

Particular Requirements for Implantable Medical Devices v

Protection against the Risks Posed to the Patient or User v
by Medical Devices Supplying Energy or Substances

Medical Devices Incorporating a Substance Considered to v
be a Medicinal Product/Drug

Essential Principles applicable to IVD medical devices

Essential Design and manufacturing principle Software embedded | (i) Standalone software
in medical devices (it) Standalone mobile application

(iil) Web-based software

Performance Characteristics v v

34
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7.3.2 Design and development planning

The organization shall plan and control the design and development of product. As appropriate, design
and development planning documents shall be maintained and updated as the design and development
progresses.

During design and development planning, the organization shall document:
a) the design and development stages;
b) the review(s) needed at each design and development stage;

c) the verification, validation, and design transfer activities that are appropriate at each design and
development stage;

d) the responsibilities and authorities for design and development;

e) the methods to ensure traceability of design and development outputs to design and
development inputs;

f) theresources needed, including necessary competence of personnel.



7.3.3 Design and development inputs

Inputs relating to product requirements shall be determined and records maintained (see 4.2.5). These
inputs shall include:

a) functional, performance, usability and safety requirements, according to the intended use;
b) applicable regulatory requirements and standards;

c) applicable output(s) of risk management;

d) asappropriate, information derived from previous similar designs;

e) other requirements essential for design and development of the product and processes.

These inputs shall be reviewed for adequacy and approved.

Requirements shall be complete, unambiguous, able to be verified or validated, and not in conflict with
each other.

NOTE Further information can be found in IEC 62366-1.

36 *IEC 62366-1:2015 Medical devices Part 1: Application of usability engineering to medical devices



7.3.4 Design and development outputs

Design and development outputs shall:

a) meet the input requirements for design and development;

b) provide appropriate information for purchasing, production and service provision;

c) contain or reference product acceptance criteria;

d) specify the characteristics of the product that are essential for its safe and proper use.

The outputs of design and development shall be in a form suitable for verification against the design
and development inputs and shall be approved prior to release.

Records of the design and development outputs shall be maintained (see 4.2.5).

37
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7.3.5 Design and development review

At suitable stages, systematic reviews of design and development shall be performed in accordance
with planned and documented arrangements to:

a) evaluate the ability of the results of design and development to meet requirements;
’b] identify and propose necessary actions.

Participants in such reviews shall include representatives of functions concerned with the design and
development stage being reviewed, as well as other specialist personnel.

Records of the results of the reviews and any necessary actions shall be maintained and include the
identification of the design under review, the participants involved and the date of the review (see 4.2.5).
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User needs

? Design input

/W

Design process

\"([51i))] <@——— Design output

Medical device

g -

*Source: https://www.linkedin.com/in/nedimgulkaya



Design &

Maintenance
& Service

Deployment or

. Decommissioning
Implementation

Requirement Verification & Validation

Development

1SO 13485:2016 (QMS)
1SO 14971:2019 (Risk Management)

vy

A
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Idea/ Concept/

Definition/
Feasibility

Market validation
User need
Intellectual property (IP)

Design &

Development

Design input
*Standard, User
needs, EP, etc.

v

Regulatory review

* Definition of medical device
in Thailand : comply with the
Medical Device Act of 2019

* Risk classification of medical
device
Class 4 — High risk
Class 3 — Moderate to High

risk
Class 2 — Low to Moderate

risk
Class 1 — Low risk

* The regulation
Licensed — Class 4
Notified —Class 2 and 3
Listed —Class1

* Personnel training
Regulatory affairs

Design
process

Design output

*Specification

Center for innovative Medical
Device Promotion, Thai FDA

Prototype

* Inspection

* (e.g., Dimension, Visual
inspection)

* Testing*

* Pre-clinical testing

* (e.g., Chemical, Physical,
Biological)

* Animal testing

* Analysis*

* (e.g., Software validation,
Sterilization validation)

Standard:
TIS, 1SO, EN I1SO, ASTM,

Validation

Market
Approval

Clinical evaluation
(e.g., MEDDEV 2.1/1 rev.4)

* Clinical data
1) Literature Review
2) Clinical Experience

Insufficient

— o — e |
3) Clinical Investigation
*1SO 14155:2020
Clinical Performance
*1SO 20916:2019

Investigation Devices from
Initials Production lot/batches

Ethical Committee's
approval
[From recognized EC

Thai FDA's approval
for
testing/Analysis/Inspection

parallel

Thai FDA's
approval
for Clinical
investigation

|
|
|
|
by Thai FDA] |
|
|
|
|

I

Note. *Typically, some testing or analysis will be conducted under a laboratory quality system
compliant to ISO/IEC 17025 or an equivalent standard.

Design Transfer

* Production
Specification

* Trial Run & Process
Validation

Device Production

1SO 13485:2016/
Thai GMP (QMS)

Mass Production

Establishment registration
with Thai FDA

Medical Device registration
with Thai FDA

Prepare technical
document for
submission with
Thai FDA

Class 1 Class2-4
. CcSDT
Listing document

Product liability law

Post Marketing Surveillance

Competition Etc.
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7.3.6 Design and development verification

Design and development verification shall be performed in accordance with planned and documented
arrangements to ensure that the design and development outputs have met the design and development
input requirements.

The organization shall document verification plans that include methods, acceptance criteria and, as
appropriate, statistical techniques with rationale for sample size.

If the intended use requires that the medical device be connected to, or have an interface with, other
medical device(s), verification shall include confirmation that the design outputs meet design inputs
when so connected or interfaced.

Records of the results and conclusions of the verification and necessary actions shall be maintained

(see 4.2.4 and 4.2.5).
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2. Analytical Validation (Ansnsyd@ouA NN D9LBIILATIZNA)

Does your SaMD meet technical requirements?

Step 1: Generate evidence that shows that the output of your SaMD is technically what you
expected.
Note: All SaMD should demonstrate analytical validation.

Question: How do | “generate evidence”?

You can generate evidence during verification and validation activities as part of your quality
management system or as part of your good software engineering practices, or by generating
new evidence through use of curated databases or use of previously collected patient data.
Evidence supporting Analytical Validation (TECHNICAL PERFORMANCE / ANALYTICAL PERFORMANCE) e.g. unit-level,

integration, and system testing or by generating new evidence through use of curated databases, curated
registries, reference databases or use of previously collected patient data.

Source: IMDRF/SaMD WG/N41FINAL:2017



Performance and Safety | Sterilization Validation Transportation test

Biological Evaluation

(Biocompatibility test) Stability and Shelf-life Packaging Validation
Devices Containing Software Verification
Biological Material and Validation

SAIBIUHNANISNAAIU iodUsznaumIudoya
1.oNNTDAMRUAVIININTG I 1130

2. Product ‘s name, lot/batch, Software
version, objective/purpose,
method/protocol, acceptable criteria, result,
conclusion

45

sin2:149 ISO 14607:2018 Non-active surgical implant -
Mammary implants - Particular requirement
Annex E Test for silicone gel cohesion
E.6 Testreport
At least, the following information shall be reported:
a) description of specimen, including manufacturer, model, serial number or lot code;
b) specimen performance result, and the measure of the projection length of the gel;
c) testing date;

d) identity of the responsible tester.



46

PP RN

IEC 62304:2006 +AMD1:2015 CSV Consolidated version (Ed. 1.1) Report Manufacturer
Medical device software - Software life cycle processes

IEC/TR 80002-1:2009 Medical device software - Part 1: Guidance Manufacturer
on the application of ISO 14971 to medical device software

IEC/TR 80002-3:2014 Medical device software - Part 3: Process Manufacturer
reference model of medical device software life cycle processes
(IEC 62304)

% Any unresolved anomalies and deviations after the verification and validation testing
must be appropriately reviewed and addressed.

% Assessment and justification for accepting these deviations and unresolved anomalies
must be documented and provided during submission as well.



droghvuasyuntigddovnu Analytical performance (IVD)

Topics Standard Output Responsibility
Precision Qualitative a2 Method comparison CLSI EP12 A2 Report Manufacturer
Precision (short) Quantitative CLSI EPO5 Report Manufacturer
Repeatability (Intra) CLSI EPO5 Report Manufacturer
Reproducibility (Inter) CLSI EPO5 Report Manufacturer
Precision (long) CLSI EP15 Report Manufacturer
Linearity CLSI EPO6 Report Manufacturer
Interference CLSI EPO7 Report Manufacturer
Analytical acccuracy CLSI EPO9 Report Manufacturer
Carry-over/Cross contamination CLSIEP10 Report Manufacturer
Analytical sensitivity and specificity CLSI EP12 Report Manufacturer
Limit of Detection CLSI EP17 Report Manufacturer
Interval (with in) CLSI EP28 Report Manufacturer
Interval (Out of) CLSI EP34 Report Manufacturer
Reference material CLSI EP30 Report Manufacturer
Traceability CLSIEP32 / 1SO 17511 Report Manufacturer

Specimen CLSI EP35 Report Manufacturer



Aoaghvurasgiuningdvovnu Analytical performance (IVD)

Stability

Usability
Safety Electrical Equipment

Software validation

48

Standard

ISO 23640

EP 25-A (USFDA required)
WHO TGS-2 (WHO required)

EN 13640
IEC 62366
IEC 61010-1 wag -2
EN 61326-1 wae -2
IEC 62304

Output

Report
Report
Report

Report
Report
Report

Certification

Responsibility
Manufacturer
Manufacturer

Manufacturer

Manufacturer
Certified body
Certified body
Certified body



Design &

Maintenance
& Service

Deployment or

. Decommissioning
Implementation

Requirement Verification & Validation

Development

1SO 13485:2016 (QMS)
1SO 14971:2019 (Risk Management)

vy

A
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Idea/ Concept/

Definition/
Feasibility

Market validation
User need
Intellectual property (IP)

Design &

Development

Design input
*Standard, User
needs, EP, etc.

v

Regulatory review

* Definition of medical device
in Thailand : comply with the
Medical Device Act of 2019

* Risk classification of medical
device
Class 4 — High risk
Class 3 — Moderate to High

risk
Class 2 — Low to Moderate

risk
Class 1 — Low risk

* The regulation
Licensed — Class 4
Notified —Class 2 and 3
Listed —Class1

* Personnel training
Regulatory affairs

Design
process

Design output

*Specification

Center for innovative Medical
Device Promotion, Thai FDA

Prototype

* Inspection

* (e.g., Dimension, Visual
inspection)

* Testing*

* Pre-clinical testing

* (e.g., Chemical, Physical,
Biological)

* Animal testing

* Analysis*

* (e.g., Software validation,
Sterilization validation)

Standard:
TIS, 1SO, EN I1SO, ASTM,

Validation

Market
Approval

Clinical evaluation
(e.g., MEDDEV 2.1/1 rev.4)

* Clinical data
1) Literature Review
2) Clinical Experience

Insufficient

— o — e |
3) Clinical Investigation
*1SO 14155:2020
Clinical Performance
*1SO 20916:2019

Investigation Devices from
Initials Production lot/batches

Ethical Committee's
approval
[From recognized EC

Thai FDA's approval
for
testing/Analysis/Inspection

parallel

Thai FDA's
approval
for Clinical
investigation

|
|
|
|
by Thai FDA] |
|
|
|
|

I

Note. *Typically, some testing or analysis will be conducted under a laboratory quality system
compliant to ISO/IEC 17025 or an equivalent standard.

Design Transfer

* Production
Specification

* Trial Run & Process
Validation

Device Production

1SO 13485:2016/
Thai GMP (QMS)

Mass Production

Establishment registration
with Thai FDA

Medical Device registration
with Thai FDA

Prepare technical
document for
submission with
Thai FDA

Class 1 Class2-4
. CcSDT
Listing document

Product liability law

Post Marketing Surveillance

Competition Etc.
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7.3.7 Design and development validation

Design and development validation shall be performed in accordance with planned and documented
arrangements to ensure that the resulting product is capable of meeting the requirements for the
specified application or intended use.

The organization shall document validation plans that include methods, acceptance criteria and, as
appropriate, statistical techniques with rationale for sample size.

(1 o o e

\

o SRkl ofdesien qud development validation, the organization shall perforn

Design validation shall be conducted on representative product. Representative product includes
initial production units, batches or their equivalents. The rationale for the choice of product used for

validation shall be recorded (see 4.2.5).

: _ on, ! | G Lovalyatiopgor
erformance evaluationgof the medical device in accordance with applicable regulatory requirements.
Tmedical qevice used ror clinical evaluation or performance evaluation is not considered to be released
for use to the customer.

If the intended use requires that the medical device be connected to, or have an interface with, other
medical device(s), validation shall include confirmation that the requirements for the specified
application or intended use have been met when so connected or interfaced.

Validation shall be completed prior to release for use of the product to the customer.

Records of the results and conclusion of validation and necessary actions shall be maintained (see 4.2.4
and 4.2.5).

1
[
J



Clinical Evaluation/Performance
Evaluation of
Software as Medical Device (SaMD)
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1. Valid Clinical Association (auguriusnenaiinvigneos)
Wunsusudindn Output ann SaMD [wu uwdAa (concept) Foagu (conclusion) wiansAuin (calculations)]
AuriusAvanevneassinesoansvneeainiaanglinioli mnuduriussinandulymundnisnnis weeidudl
pansuluvumainvsall Tasonausaduannussanunsuiifogud grudoyameinenemansuioannmsdnuvenadin
Dusin

2. Analytical Validation (nnsnsyd@ouANNONEDILBIILATIZA)
Dunmsamadaumuaunsnvasonsing lunisashe Output fislaansldosnnsdas uldug uazndadald anndoya
Input fitlowd lu dagfnananunsansiageumnugndoadaiiaazildann Software Verification and Validation
Tunszuunseanuuuazmunwansing

3. Clinical Validation (n1ssasyadauANNONsDININAETIN)
[DumsamadauAmNNatnsaluMIRNadnsTignsos uluen uandodols assenainnuszasdiigenunaltidorn U Tsma
patnAugthofidunauihuung guandasnnaseuitingus:asdnisiduas SaMD 1wu nMsdnngas faeu ¥
Atadulsaiufianumunzan uazdussdndannuaain ldud
- maUszfiuanah (sensitivity) Anusnmne (specificity) mnutinanfudigihoazatulsaiuifiomsamalwuadiuuin
(positive predictive values) Anutinanduiigiholi lddulsaduiionsasalwnaluau (negative predictive values)

Taudfoya clinical validation anannannms@nununeeain nieunasdoyadu
Source: AffauuwvnemarAuguaendingiazaausausiiluinsasdownwng



3. Clinical Validation (nssns2ad@aumngnsioan1enaiin)
Does your SaMD generate clinically relevant outputs?

Step 1: Generate evidence that shows your:

e SaMD has been tested in your target population and for your intended use; and that

e Users can achieve clinically meaningful outcomes through predictable and reliable use.
Note: All SaMD should demonstrate clinical validation.

Question: How do | “generate evidence”?
You can generate evidence to validate clinical significance during verification and validation activities as part of
your quality management system or as part of your good software engineering practices, referencing existing
data sources from studies conducted for the same intended use. Where available data references studies
conducted for a different intended use, extrapolation or generation of new clinical data may be required.
Evidence supporting CLINICAL PERFORMANCE can be generated by testing the MDSW under evaluation, or an equivalent
device, in the target population and for the intended use. The applied methodology should be appropriate in light of
the device characteristics and intended purpose and may include pre-clinical testing, a clinical investigation or a clinical

53 performance study. Source: IMDRF/SaMD WG/N41FINAL:2017
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Sensitivity

Specificity

Positive predictive value (PPV)
Negative predictive value (NPV)
Number needed to treat (NNT)
Number needed to harm (NNH)
Likelihood ratio negative (LR-)
Likelihood ratio positive (LR+)
Odds ratio (OR)

Clinical usability / User Interface
Confidence interval

el

©

Source: IMDRF/SaMD WG/N41FINAL:2017
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&,

" Clinical Investigation |

Systematic investigation
In one or more human
subjects, undertake to

assess the clinical
performance,
effectiveness or safety

@L of a medical device
y

ISO 14155:2021

W

IVD

Clinical Performance

Studies

Study undertaken to
establish or confirm the
clinical performance of an
IVD medical device

S

SO 20916:2021
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Transition
_Period
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Recognized EC/IRB
Ho49dNs:UNUNNSTARNSAUN 1ASIANSITDIAS Do unnENAATIA
Thaonndoenn 1ISO 14155 1350 I1SO 20916

|
|
’

é )
INTERNATIONAL ISO
STANDARD 14155

Third ediion
2020-07
Clinical investigation of medical
devices for human subjects — Good
clinical practice
. J

IVD

INTERNATIONAL ISO
STANDARD 20916
First edition

201505

Good Clinical Practice [GCP]

In vitro diagnostic medical devices —
Clinical performance studies using
specimens from human subjects —
Good study practice

Good Study Practice [GSP]

-
=



A study in which test results
obtained during the study are not
used for patient management
decisions and do not impact
treatment decisions.

Non=interventional ¢ No
study |

Will
" patient specimens be
collected primarily for the
purpose of the
study?

No

v

Leftover / Archived
Specimens

/" See Body of Document

Yes—— 3

Clinical
Performance
Study

. Does
~ the study protocol .

" require patient management .

based on test
results?

Do specimen collection__
procedures pose additional -

risks to the subjects?

No

; + Annex G /o
63

A study in which test results
obtained during the study may
influence patient management
decisions and may be used to
guide treatment.

Yes ——— Interventional Study

. “See Body of Document
f + Annex A \
+ Annex B

N X
Ves Annex C

4"4

+ Annex D
+ Annex E
+ Annex F
+ Annex G

Additional general
requirement for certain studies

Clinical performance study
protocol

Investigator brochure

Clinical performance study
report

Communication with EC
Inform consent
Adverse event categorization

Good Clinical Performance
Study Documentation

Auditing
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" sandard | gy, T

I1SO 11979-7:2024 Ophthalmic implants - Intraocular lenses - Part 7:
Clinical investigations of intraocular lenses for the correction of aphakia
1SO 11979-10:2018 Ophthalmic implants - Intraocular lenses - Part 10:
Clinical investigations of intraocular lenses for correction of ametropia in
phakic eyes
IS0 29943-1:2017 Condoms - Guidance on clinical studies - Part 1:
Male condoms, clinical function studies based on self-reports
IS0 29943-2:2017 Condoms - Guidance on clinical studies - Part 2:

Female condoms, clinical function studies based on self-reports

IS0 15798:2022 Ophthalmic implants - Ophthalmic viscosurgical devices

i oA muatAsnAu study design, variables, duration of investigation, inclusion and exclusion
criteria, Comparator (control) «a«

64
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N2

Responsibiliy

Performance evaluation of IVD
Good Study Practice

Clinical accuracy
Qualitative (Sensitivity, Specificity)
method comparison

Quantitative accuracy R? (method
comparison) validation

EN 13612:2002

ISO 20916

CLSI EP24

CLSI EP12 A2

CLSI EPO9

Report

Report

Report

Report

Report

Manufacturer

Manufacturer

Manufacturer

Manufacturer

Manufacturer
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1. Manufacturing Process:
- Design and development
- Manufacturing/production

2. Medical Device

CERTIFICA

EN ISO 13485:2016

00 "
Scope of certification: |~~~

ity
7 ,;;
7/ . ‘;;{‘"
- 72/ /7 // 7 {]
Design and development, manuf , ad

[ l!!'iw O and.-contract manutaciurnng-orimpianis_al
catheters as well as of sysfems’a/ d 2 1A (//:/"/14?(% /{W(ﬁ?f i

G-CNaouromnNd

7 . |
F g ,, ) ' )

Certified location: /

(further locations see annex)







1. Clinical Investigation Plan: content shall conform to Annex A of 1SO 14155:2020
2. Clinical Performance Study Protocol: content shall conform to Annex B of ISO 20916

r—-~~~??-_"

I Transition |

i __Period |

|

‘f——~N~~-_"I IVD
INTERNATIONAL ISO INTERNATIONAL ISO
STANDARD 14155 STANDARD 20916

(normative) (normative)
Clinical investigation plan (CIP) Clinical performance study protocol (CPSP)

Clinical investigation of medical In vitro diagnostic medical devices —
devices for human subjects — Good Clinical performance studies using

(7 clinical practice specimens from human subjects —
é Good study practice @
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1. Non-1VD: content shall conform to Annex B of 1SO 14155:2020
2. IVD: content shall conform to Annex C of ISO 20916:2019

-
& Sso 1
~

i
I Transition

|
| __Period !
1 __rFerwo
9 e, IVD
INTERNATIONAL ISO
STANDARD 14155 INTERNATIONAL IS0
STANDARD 20916
Third edition
202007 First edition
Annex B Annex C —
(normative) (normative)
Investigator’'s brochure (IB) .
Clinical investigation of medical lnv'EStlgator brochure
devices for human subjects — Good In vitro diagnostic medical devices —
clinical practice Clinical performance studies using
(/ specimens from human subjects —
o Good study practice
Y,
Good Clinical Practice [GCP] Good Study Practice [GSP]
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o orvium 9.1 Clinical Quality Management (ISO 14155)

Quality management principles shall apply to the processes of the clinical investigation to ensure
that the clinical investigation is designed, conducted, and monitored, and that data are generated,
documented, recorded, evaluated, and reported in compliance with this document, the CIP, any
subsequent amendment(s), and any other applicable standards and in accordance with regulatory
requirements. The sponsor shall

a) implement and maintain written clinical quality procedures,
b) maintain records to document the compliance of all parties involved in the clinical investigation,
c¢) ensure that the auditing requirements of 7.11 are met, if applicable, and

d) justify and document significant exceptions to the requirements of this document (see Annex I for
examples of exemptions).

Clinical quality procedures can be integrated in the applicable sections of the sponsor's overall
quality system.

NOTE For further information, see ISO 13485 or equivalent regulatory requirements.

71
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danAiua 6.7 Monitoring Plan (1ISO 14155) (1)

The sponsor shall determine the extent and nature of monitoring appropriate for the clinical
investigation based on the risk assessment (see 6.2). The extent and nature of the monitoring, including
the strategy for source data verification versus centralized data review (evaluation without visiting
the investigation site), subject protection and timely reporting, shall be based on the objective, design,
complexity, size, critical data points and endpoints of the clinical investigation and the degree of
deviation from normal clinical practice - risk-based monitoring.

NOTE1l Monitoring methods can differ between countries and arrangements for source data verification are
subject to national or regional regulations regarding personal data protection.

NOTE 2  Activities of centralized monitoring can include, but are not limited to, examining data quality, remote
contact with the investigation site, EC renewals, adverse event review, DMC review, and investigational device

accountability.
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o oAvium 6.7 Monitoring Plan (ISO 14155) (2)

|
1
’

In general, there is a need for on-site monitoring throughout the clinical investigation. Centralized
monitoring can be performed in addition to complement on-site monitoring. In exceptional
circumstances, the sponsor can determine that centralized monitoring in conjunction with procedures
such as investigator's documented training, meetings, and extensive written guidance or telephone
communication, can ensure appropriate conduct of the clinical investigation. In such circumstances, the
sponsor shall provide a justification for omitting the source data verification. In addition, the sponsor
shall ensure that the processes and expectations for site record keeping, data entry, reporting are well-
defined and ensure timely access to clinical data and supporting documentation.

The sponsor shall ensure, through oversight of the clinical investigation and timely adverse event
reporting, that unanticipated adverse device effects are identified and investigated rapidly so that,
where necessary, additional risk control measures can be implemented (see 7.4.4).

=)

2 3
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danAua 6.7 Monitoring Plan (1ISO 14155) (3)

Results of the risk assessment shall be used to develop a risk-based monitoring plan and a supporting
rationale. The monitoring plan shall describe:

a) therisks associated with the clinical investigation (see 6.2.3) and adequate information on relevant
risk control measures;

b) the processes that need to be monitored including data that is required to be verified in source
documents:

c) the monitm'inﬁ methods (on-site, a combination of on-site and where justified, centralized
monitoring, as appropriate);

% = 5
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2iaAvium 6.7 Monitoring Plan (ISO 14155) (4)

Results of the risk assessment shall be used to develop a risk-based monitoring plan and a supporting
rationale. The monitoring plan shall describe:

e

d) the responsibilities;

e) the procedures and requirements for the investigation's oversight;

f) the methods for documenting and communicating monitoring results;

g) the methods for obtaining compliance;

h) the process for escalation in case of continuous or egregious non-compliance;

i) those aspects of the clinical investigation which need special attention because if performed
incorrectly or inadequately, would compromise the protection of human subjects or the integrity of
the data;

j)  the special requirements regarding personal data protection.

The monitoring plan shall be tailored according to the stage of clinical development and the type of
clinical investigation (see Reference [11]).
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danviua 5.4 Registration in publicly accessible database (1SO 14155)

In accordance with the Declaration of Helsinki, a description of the clinical investigation shall be
registered in a publicly accessible database before the start of recruitment activities and the content
shall be updated throughout the conduct of the clinical investigation and the results entered at
completion of the clinical investigation.

NOTE National regulations can apply concerning the timing of registration or updating of the contents.

% = 5
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* Clinical Quality
Management System

* Registration in publicly
accessible database

* On-site/Centralized
Monitoring Plan
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* IDE Application (S)

° Request for resuming
the Cl after
suspension (H)

* Major Change
Applications (H)

Report to FDA

* Serious adverse
effect (SAE) (S)

° Device deficiency
with SAE potential

(S)

Report to FDA

* Annual Progress
Report (H)

* Full Investigation
Report (H)

* Remaining
Investigation Devices

(H)

Notification

° Initiate Clinical
Investigation (H)

° Suspend/Premature
termination (H)

* Routine close out (H)

(H) = Hard Copy
(S) = E-Submission
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1. Non-IVD: content shall conform to Annex D of 1SO 14155:2020 -
2. IVD: content shall conform to Annex D of ISO 20916:2019 =

|
__Period !
67 NON-IVD' 7=~ IVD
INTERNATIONAL ISO
INTERNATIONAL ISO STANDARD 20916
STANDARD 14155
AnnexD Annex D

; normative
(normative) ( )

Clinical performance study report

Clinical investigation report

In vitro diagnostic medical devices —

Sl]m_lcal }nvnishgahon l?f medlcz&] d Clinical performance studies using
evices for human subjects — Goo specimens from human subjects —
clinical practice Good study practice
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Thanks!
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NUIAS NI UNNGITINNAETA
Tns. 02-590-7248
Email: idethaifda@gmail.com
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http://bit.ly/2Tynxth
http://bit.ly/2TyoMsr
http://bit.ly/2TtBDfr

