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basic safety and essential performance, Part 2-Collateral Standard Electromagnetic
disturbances —Requirements and tests

ISO 14971: 2019 Medical Devices-Application pf risk management to medical devices

ISO 14155: 2020 Clinical investigation of medical devices for human subjects —
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National Science and Technology Development Agency -

Institutional Review Board (NSTDA-IRB)

NSTDA-IRB SOP
07/01.0
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Review of Medical Device Investigation

YN 12 Y89 12 Wi

Good clinical practice

7.16 1SO 20916:2019 In vitro diagnostic medical devices — Clinical performance studies

using specimens from human subjects — Good study practice
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