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GHwp Towards Medical Device Harmonization regUIatory framework

Thailand’s medical device regulations are alighed with the ASEAN Medical Device
Directive (AMDD).
* Risk Classification : Class 1-4 in Thailand = Class A-Din AMDD

*  Animal medical devices including IVDs : [X] AMDD [ Thailand ED@AT

DEVICE DIRECTIVE
Q Non -IVD

X/

How to regulate .

Moderate-high risk

Low-moderate risk

The ASEAN Secretarnat

Low risk

ASEAN Medical Device Directive
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GHwp Towards Medical Device Harmonization regiStration data base
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shall control and supervise the manufacturing of medical device in accordance

s#++ Notification of the Ministry of Public Health .
Quality Management System

for Medical Device Manufacture B.E. 2566 (2023)
effective from 3 July 2024

¢ Key u p d ate d reg u I at l O n S \ ’ Establishment Registrants, Registrants as Manufacturers

of Licensed, Notified, or Listed Medical Devices

with the quality management system of medical devices to ensure product

1. Notification of the Ministry of Public Health b e e B T e

RE: Quality Management System for Medical Device Manufacture Viedical devices D I €D

shall comply with one of the following requirements:

@ Good Manufacturing Practices for Medical Devices,
as specified in Appendix A

B ® E ® 2 566 (2023) © 150 13485:2016 or later versions
© 150 13485-2562 or later versions
¢ Local Manufa Ctu rer Medical devices Ctd G op) Existing"

In case it is not feasible to comply with the above standards,
manufacturers shall control and supervise the manufacturing

e Come into force 3 Jul 2024 e e o B o eyt

Medical devices Medical devices

1 Comply with Appendix B 1

Deadline Deadline
31 Dec 2026 31 Dec 2027

* Existing: Establishment registrants as manufacturers
before 3 July 2024

For more information, please see

00 Imprisonment < 1 year
Or a £ 00,000 baht fine, or both

1001 Imprsonment € 6 months
Or & £ 50,000 baht fine, or both

@Wbmm

MIDM AL DITVICT CONTROL CeVISION

Medical devices 52D

or medical devices for animals
must comply with one of the following requirements:

@ Good Manufacturing Practices for Class 1
Medical Devices, as specified in Appendix C

0 Good Manufacturing Practices for Medical Devices,
as specified in Appendix A

o ISO 13485:2016 or later versions
© SO 13485-2562 or later versions

in the case of a medical device manufacturer producing
devices with different risk classifications, the quality
management system for the device with the higher risk
classification shall be followed

For example, if a manufacturer produces both (CL il
and Eot ) medical devices, the quality management
system for Gl devices shall be followed

Non-compliance will result in penalties as stipulated under the Medical Device Act
BE 2551 (2008) and its amendments, as outlined below

® Registrants as manufacturers of licensed medical devices

® Registrants as marufacturers of notified medical devices

@ Establishment registrants as manufacturers
Registrants as manufacturers of listed medical devices

O :
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sssss777  Notification of the Ministry of Public Health ~r7rrrrrrs
Re: Quality Management System for Medical Device

B Key u pdated regu Iations Import and Sale BE. 2566 (2023)

effective from 5 January 2025

Establishment registrants as importers

2. Notification of the Ministry of Public Health and establishment registrants as sellers

i
B.E. 2566 (2023)
as specified in this notification, consisting of 4 clauses as follows:

shall control and supervise the import and sale of medical devices
RE: Quality Management System for Medical Device Import and Sale |[Eiissminedasetiiabattun i
Quality Management System for Medical Device Import and Sale
shall ;omply with the & Importing Praétices or Good Selling Practices
* Importer and Seller Establishment Licensee -
Clause 2 Resource management

e Come into force 4 Jan 2025

Clause 3 Supply chain and device specifications

Clause 4 Monitoring, follow-up, and surveillance

5 January 2025 New registrants * comply with two clause, ie, Clause 2 and 3

EXisting registrants ** |\ comply with two clause, ie, Clause 2 and 3

comply with three clause, ie,

Newregistiants ) and ([TEXISHNG FQISIARES S5 . ce 2. 3. and 4

For more information, please see

comply with four clause, ie,

-
"-‘*D BSw fegien ) and (EXNNORSSERORS =0 Clause 1.2.3 and 4

'MW rele Ose who received approval of establishment registratio s i wiers of sellers o © evices y p
”mw refer 10 those who received approval of establishment registration as importers or sellers of medical devices before January 5 2025

ND2OAOU umfaoﬁauwmi s : :
@ 4 For more information, please contact: & gmsmdcd@gmail.com
MEERCAL DEVICE CONTROL DAVISION
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Re: The Use of Medical Devices
for Clinical Research B.E. 2566 (2023)

* Key updated regulations e

e To 'pvrc-:tect the rights, safety, and well-being of subjects.

Published in Government Gazette on 15 January 2024

® To ensure that clinical research on investigational devices aligns with scientific
principles and ethaical standards for human research

¢ To ensure that results of clinical research on investigational devices

3. Notification of the Ministry of Public Health N

—————  KeyPoints ———

RE: The Use of Medical Devices for Clinical Research B.E. 2566 (2023) NortvD ¥ IVD L

sponsors, researcher, manufacturers, ’
= 1SO 14155:2020 - 1SO 20916:2019 v and importers of investigational devices

* Importer, Manufacturer, Sponsor, Investigator e e =

Sponsors, researcher, manufacturers,
and importers of investigational devices

* Come into force: Depending on the risk classification of devices shell comply with this notification eccording to the following tmelines

from 15 Jan 2025
e

3
| — ,‘:4‘ ——
B == v
[ e ¢
- = N
P | . - - o~ —
o o :
For more information, pl -
O oreinto dation, pledse see e,
New 15 Jan 2025 15 Jan 2026 15 Jan 2028
Existing m 15 Jan 2027 15 Jan 2028 15 Jan 2029
RO e Rata s emarnaisrdiiaard SO
es S0 | p R
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* Key updated regulations — RELIANCE MECHANISMS

4. Notification of the Thai Food and Drug Administration

RE: List of Reference Agencies for the Inspection or Certification of Medical Devices or Medical
Device Establishments

List of Reference Agencies

Therapeutic Goods Administration: TGA

Health Canada: HC

European Union Notified Bodies: EU NB

Japan Ministry of Health Labour and Welfare: MHLW

US Food and Drug Administration: US FDA

WHO Prequalification of in Vitro Diagnostics (IVD)

Health Science Authority (HSA), Singapore




L

Glohal Harmonization Working Party

cHwp Towards Medical Device Harmonization

* Key updated regulations — RELIANCE MECHANISMS

5. Notification of the Thai Food and Drug Administration

RE: Designation of Unrequired Submission of Information,
Documentation, or Evidence under the Ministerial Regulation on the

Application for, and the Issuance of Manufactured or Imported
Licensed and Notified Medical Device B.E. 2567 (2024)

Medical devices approved by reference agencies (TGA, HC, EU NB,

MHLW, US FDA, WHO PQ) for 21 year are eligible for the “Abridged
Pathway,” which reduces documentation, fees, and review time.

For more information, please see

For Registration of Notified Medical Device
and Licensed Medical Devices

o Full pathway For both pathways,

There are three ways to assess quality, efficiency, and safety of medical devices certain documents
may be exempted as

necessary for each

Assessment Assessment

by external y
experts Thai FDA officers

o
€) Abridged pathway
Assessmen t by Thal FDA officers for medical devices approved by a reference
agency as listed below: *

a Therapeutic Goods Administration: TGA ® Japan Ministry of Health Labour and Welfare: MHLW
{*) Health Canada: HC g US Food and Drug Administration: US FDA
. European Union Notified Bodies: EU NB 4, WHO Prequalification of in Vitro Diagnostics (IVD)

*Do not include medical devices
exempted from quality, efficacy,
and safety assessment, eg,
Listing or Exempted product
approval

For more details, please see the notification
of the Thai Food and Drug Administration

Re: Designation of Unrequired Submission of Information,

Documentation, or Evidence under the Ministerial Regulation

on the Application for, and the Issuance of Licensed Medical
Device and the Ministerial Regulation on the Application for,
and the Issuance of Notified Medical Device
BE 2567 (2024)

For more information, please contact (§) 02-590-7000 cio 79917 ©) medicalcons63@gmailcom  (G) trounuadoslonwnd
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* FUTURE regulation

Notification of the Ministry of Public Health

RE: Rules, Procedures, and Conditions for Labeling and Instructions for Use of Medical Devices B.E. .....
v’ Introduces electronic labelling (e-labelling) for software, applications, or other similar digital formats

v Aimed at increasing flexibility, accessibility, and reducing environmental impact.
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THANK YOU

29th GHWP Annual Meeting and 29t GHWP TC Meeting, 15t- 4t Dec 2025
Bangkok, Thailand
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