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ISO 14971:2019
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Idea/Concept/ Design
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Design input
*Standard, User
needs, EP, etc.

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

Market validation and
User need

1 " * Testing*
9 * Pre-clinical testing
Regulatory review § * (e.g., Chemical,
2‘ Physical, Biological)
+ Definition of medical device in uE,’ * Animal testing
Thailand : comply with the a * Analysis*
Medical Device Act of 2019 * (e.g., Software
* Risk classification of medical
device Design output

*Specification validation)

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
* Personneltraining
Regulatory affairs

Standard:
TIS, ISO, EN I1SO,
ASTM,

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

validation, Sterilization :
1

1

1

: 1
Prototype :
1

1

1

1

1

1

1

1

1

Note. *Typically, some testing or analysis will be conducted under a laboratory quality system

compliant to ISO/IEC 17025 or an equivalent standard.

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

* Clinical data
1) Literature Review
2) Clinical Experience

l Insufficient

3) Clinical Investigation
*1SO 14155:2020
Clinical Performance
*ISO 20916:2019

From Investigation Devices
Initials Production lot/batches

Ethical Committee's
approval
[From recognized EC
by Thai FDA]

n parallel

Thai FDA's approval
for Clinical
investigation

Market
Approval

Design
Transfer

Establishment registration

Design Transfer with Thai FDA

* Production
Specification

* Trial Run & Process
Validation

Medical Device registration
with Thai FDA

Prepare technical
document for
submission with
Thai FDA

Device Production

I1SO 13485:2016

(QMs)
Class 1 Class2-4
Mass Production - csoT
Listing
document

>t

Product liability law
Post Marketing
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Competition Etc.
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