
UPDATE ON MEDICAL DEVICE 
REGULATION IN THAILAND

1

MEDICAL DEVICE CONTROL DIVISION, THAI FDA

ASEAN MEDICAL DEVICE COMMITTEE (AMDC) MEETING AND ITS RELATED EVENTS

11th – 14th September 2023
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Product Registration

1. PARTIAL CSDT

2. FULL CSDT

• Full Evaluation Pathway

• Concise Pathway: CLASS 2-4 Medical Devices registered and marketed for more than 1 year

• Thai FDA-HSA Reliance pathway since 2019: CLASS 2-4 Medical Devices that approved from HSA 

WHO Prequalification of in Vitro Diagnostics (IVD)

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

Submit only partial documents during transition period (15 Feb 2021 – 14 Feb 2024)
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CREDITS: This presentation template was created by 
Slidesgo, including icons by Flaticon and 

infographics & images by Freepik

THANK YOU
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http://bit.ly/2Tynxth
http://bit.ly/2TyoMsr
http://bit.ly/2TtBDfr

	สไลด์ 1: UPDATE ON MEDICAL DEVICE REGULATION IN THAILAND
	สไลด์ 2
	สไลด์ 3: Product Registration
	สไลด์ 4: THANK YOU

