Medical Device Regulation in 2021

The new regulations are aligned with ASEAN Medical Device Directive (AMDD)

(1)

CLASSIFICATION OF MEDICAL DEVICES

Medical devices shall be classified into the following four

ARTICLE 4

cl

ANNEX 2

Risk Classification Rules for Medical Devices other than
IVD Medical Devices
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AMNEX 3
Risk Classification Rules for IVD Medical Devices
1. DEFINITIONS

EXAMIMATION: Sst of opesrations having the objsct of determining the
value of a property.

NOTE: Examination of an analyte In 8 iologloal 2ampis /s Cammaoniy refermed
o 32 a fast, assay or anAiysis.

INETRUMENT: Equipment or apparatus intended by the product cwner
to be used az VD medical devics.

WD MEDICAL DEVICE FOR SELF-TESTING: Any IVD medical device
intended by the product owner for use by lay persons.

LAY PERSOM: Any individual who doesz not have formal training in a
relevant fisld or dizcipline.

MEAR PATIENT TESTING: Any testing performed outzide a laboratory
envirenment by a health care profeszional not neceszarily a laboratory
profezsional, gensrally near to, or at the zide of, the patient. Alzo
known az Point-of-Cans (POC).
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