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ASEAN Agreement on Medical Device
Directive (AMDD)
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Risk Classification of Medical Devices

Annex 2 AMDD Annex 3 AMDD
Non IVD medical devices | IVD medical devices
(16 Rules) (7 Rules)

Class A Low risk

Class B Low-moderate
risk

Class C Moderate-high
risk

Class D High risk

Class A Low Individual Risk and
Low Public Health Risk

Class B Moderate Individual
Risk and/or Low Public Health Risk

Class C High Individual Risk
and/or Moderate Public Health
Risk

Class D High Individual Risk and
High Public Health Risk




Concept of Control vs Risk

Risk-based classification & regulatory control

Control Level or Regulatory
requirements

Device Risk
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(GCP-Good Clinical Practice)

* Ethical principles at least laid down in the

Declaration of Helsinki (AMDD)
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® 1SO 14155 Clinical investigation of medical
devices for human subjects — Good clinical

practice (not for IVD medical devices)
® 1ICH GCP (for pharmaceutical products)

® ASEAN (ASEAN Agreement on Medical Device
Directive: AMDD)

®* AHWP

® etc



AMDD Article 13 Clinical Investigation (1)




AMDD Article 13 Clinical Investigation (2)




AMDD Article 13 Clinical Investigation (3)




AMDD Article 13 Clinical Investigation (4)




AMDD Article 13 Clinical Investigation (5)




AMDD Article 13 Clinical Investigation (6)




General Principles when considering the need for a Clinical

Investigation (AMDD Annex 8 - not for IVD medical devices)

1. Circumstances where a Pre-market clinical investigation is

needed
2. Role of risk analysis
3. Justification for the Need for a clinical investigation
4. General principles of clinical investigation design
S. Specific considerations for medical device study designs
6. Conduct of clinical investigations
7. Final study report

8. Ethical considerations for clinical investigations



General Principles when considering the need for a Clinical

Investigation (AMDD Annex 8 - not for IVD medical devices) (1)

Ethical considerations for clinical investigations:

As a general principle, the rights, safety and well-

being of clinical investigation subjects shall be
protected consistent with the ethical principles

laid down in the Declaration of Helsinki.



General Principles when considering the need for a Clinical

Investigation (AMDD Annex 8 - not for IVD medical devices) (2)

Ethical considerations for clinical investigations:

Specific considerations may include:

e clinical investigations should be used only when
appropriate data cannot be obtained through

any other method, as it is desirable to minimize

experimentation on human subjects;



General Principles when considering the need for a Clinical

Investigation (AMDD Annex 8 - not for IVD medical devices) (3)

Ethical considerations for clinical investigations:

Specific considerations may include:

. the design of the investigation and its
endpoints should be adequate to address the
residual risks including aspects of clinical

performance;



General Principles when considering the need for a Clinical

Investigation (AMDD Annex 8 - not for IVD medical devices) (4)

Ethical considerations for clinical investigations:

Specific considerations may include:

. care must be taken to ensure that the
necessary data are obtained through a scientific

and ethical investigational process that does not

expose subjects to undue risks or discomfort; and



General Principles when considering the need for a Clinical

Investigation (AMDD Annex 8 - not for IVD medical devices) (5)

Ethical considerations for clinical investigations:

Specific considerations may include:

. ethics review and regulatory body oversight

occurs in conformity to local laws or regulations.
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