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[1] GHTF SG1/N011:2008 Summary Technical Documentation
for Demonstrating Conformity to the Essential Principles of Safety
and Performance of Medical Devices (STED) .

[2] GHTF SG1/N029:2005 Information Document Concerning
the Definition of the Term “Medical Device”.

[3] IMDRF GRRP WG/N47 FINAL:2018Essential Principles
of Safety and Performance of Medical Devices and IVD Medical
Devices.

[4] GHTF SG1/ N78:2012 Principles of Conformity Assessment
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http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n78-2012-conformity-assessment-medical-devices-121102.docx

for Medical Devices.

[5] IMDRF/GRRP WG/N52 FINAL:2019 Principles of
Labeling for Medical Devices and IVD Medical Devices document
when released.

[6] IMDRF MDCE WG/N55FINAL:2019Clinical Evidence —
Key definitions and Concepts

[7] IMDRF MDCE WG/N56FINAL:2019Clinical Evaluation.
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[8] ISO 14155:2020 Clinical investigation of medical devices
for human subjects — Good clinical practice.

[9] ISO 14971:2019 Medical devices -Application of risk
management to medical devices.
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[10] World Medical Association — Declaration of Helsinki -

Ethical principles for medical research involving human subjects.
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