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Scope and Ethical consideration 1ISO20916

Including: Annex E, F 08.30-09.30 u.
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Clinical performance study planning 1ISO20916

Including: Annex B, C 09.30-10.30 u.
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Principles of ISO 14155:2020 and Stages of clinical
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Including: Annex I Clinical development stages
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wasuus:nudIKkIsnaviu 12.00 - 13.00 u.
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Investigator Responsibilities
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Ethical considerations and EC responsibilities

Including: Annex G EC responsibilities 14.15 - 15.15 u.
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Sponsor Responsibility 09.00-10.30 u.
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Clinical investigation planning and conduct

Including:

- Annex A Clinical investigation plan (CIP) 10.45 - 12.00 u.

- Annex C Case report forms (CRFs)
- Annex D Clinical investigation report
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WnsSuUs:N1U2IKISNAVIU 12.00 - 13.00 u.
03

Risk management in clinical investigation of

medical devices 13.00 - 15.00 u.

Including: Annex H Application of ISO 14971 to
clinical investigations
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Safety monitoring and reporting

Including: Annex F Adverse event categorization 15.15 - 16.15 u.
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