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Opening Remarks and Training Objectives

nsnanUanunazinguizainnisousy

lng AU ARSIV

AudANUTUEAN AN TAUMAMAN STIITUAZENE TG

Overview and Key Elements of ICH GCP
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Laws and Regulations for Clinical Research
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Investigator’s Responsibilities for Clinical Trial Management during Emergency/
Pandemic Situation
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Community Engagement in Conducting Clinical Trial
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Statistical Analysis Plan for Clinical Trials
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eConsent Process in Clinical Trials
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The Use of ePRO / eDiary for Clinical Trials
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Decentralized/ Remote Monitoring Process in Clinical Trials
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Sponsor’s Responsibilities for Trial Conduct

Hussene Anda ausSaungns

USUN 91R85d U19NaN 9100




14.00 - 14:45

14:45 - 15:00
15:00 - 16:00

16:00 - 16:15
16:15 - 16:30

Safety Reporting Process to Regulatory Authority
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Emergency Use Authorization (EUA) of IND during a Public Health Emergency
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