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GCP for Clinical Trials with Investigational Drugs and Biologics (ICH Focus) GCP ICH Refresher
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GCP for Clinical Trials with Investigational Drugs and Devices (U.S. FDA Focus) GCP FDA Refresher
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GCP for Clinical Trials with Drugs and Biologics
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GCP for Clinical Trials with Drugs and Medical Devices
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GCP for Clinical Trials with Medical Devices
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GCP for Clinical Trials with Investigational Drugs and
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GCP for Clinical Investigations of Devices
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GCP ICH Refresher GCP FDA Refresher GCP Device Refresher GCP SBR Advanced

GCP-ICHJIZ || GCP-FDAJIE ||A=J1J| & A& | GCP SBR Advanced
[&lot/H 4] [&lot/H 4] [&lot/H 4] Refresher [&lol/E4]




4. 712ZH(0)/IRB 2l /eiE s M WSsikE

CITI Program Human Subject Research

Institutional/Signatory Official: Human Subjects Research

IRB Chair

IRB Administration Course

IRB Administration: Advanced Course (20261 42 0| AH|A 0fH)
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The CITI Good Clinical Practice Course for Clinical Trials Involving Drugs and Biologics
Overview of New Drug Development

Overview of ICH GCP

ICH — Comparison Between ICH GCP E6 and U.S. FDA Regulations

Conducting Investigator-Initiated Studies According to FDA Regulations and GCP
Investigator Obligations in FDA-Regulated Research

Managing Investigational Agents According to GCP Requirements

Informed Consent in Clinical Trials of Drugs and Biologics

Monitoring Clinical Trials of Drugs by Industry Sponsors

Audits and Inspections of Clinical Trials of Drugs and Biologics

Detecting and Evaluating Adverse Events

Reporting Serious Adverse Events in Investigations of Drugs and Biologics
Completing the CITI GCP Course

Korean GCP and Regulatory Requirement (st=2| AtA 22| 7|E S 23 77X)
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GCP for Clinical Trials with Investigational Drugs and Devices (U.S. FDA Focus)
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The CITI Good Clinical Practice Course for Clinical Trials Involving Drugs and Devices
Overview of New Drug Development

Overview of ICH GCP

ICH — Comparison Between ICH GCP E6 and U.S. FDA Regulations

Conducting Investigator-Initiated Studies According to FDA Regulations and GCP
Investigator Obligations in FDA-Regulated Clinical Research

Managing Investigational Agents According to GCP Requirements

Overview of U.S. FDA Regulations for Medical Devices

Informed Consent in Clinical Trials of Drugs, Biologics, and Devices

Detecting and Evaluating Adverse Events

Reporting Serious Adverse Events

Monitoring of Clinical Trials by Industry Sponsors

Audits and Inspections of Clinical Trials

Completing the CITI GCP Course

Korean GCP and Regulatory Requirement (8H=2| A& 22| 7|
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GCP for Clinical Investigations of Devices
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The CITI Good Clinical Practice Course for Clinical Investigations of Devices
Overview of U.S. FDA Regulations for Investigational Devices

Investigator Obligations in FDA-Regulated Clinical Investigations of Devices
Conducting Investigator-Initiated Clinical Investigations of Devices
Managing Investigational Devices According to GCP Requirements

Informed Consent in Clinical Investigations of Devices

Monitoring Clinical Investigations of Devices

Audits and Inspections of Clinical Investigations of Devices

Reporting Requirements for Clinical Investigations of Devices

Completing the CITI Program’s GCP Course for Clinical Investigations of Devices
Korean GCP and Regulatory Requirement (5t=2| A\ E2|7|& S 2 7H)
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GCP ICH Refresher
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GCP Refresher-International Council for Harmonisation (ICH): GCP Requirements
GCP Refresher-Investigator’'s Responsibilities and GCP

GCP Refresher-Informed Consent

GCP Refresher-Safety Management

GCP Refresher-Investigational Product (Drug) Management

GCP Refresher-Audits, Inspection, and Monitoring of Research Studies

GCP Refresher-Sponsor Responsibilities and GCP

Korean GCP and Regulatory Requirement (8H=2] AA|& 2| 7|
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GCP FDA Refresher
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International Council for Harmonisation (ICH): GCP Requirements
Investigator's Responsibilities and GCP

GCP Refresher — Informed Consent

Safety Management

Investigational Product (Drug) Management

Audits, Inspection, and Monitoring of Research Studies

Sponsor Responsibilities and GCP

Conducting Clinical Investigations of Devices

Review of U.S. FDA Regulations for Investigational Devices

Additional GCP Standards for International Clinical Investigations of Devices
Informed Consent and Exceptions to the Requirement for Clinical Investigations of Devices
Oversight of Clinical Investigations of Devices

Reporting Requirements for Clinical Investigations of Devices

Korean GCP and Regulatory Requirement (5t=2| A& E2|7|& S 2 7H)
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GCP Device Refresher
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Conducting Clinical Investigations of Devices

Review of U.S. FDA Regulations for Investigational Devices

Additional GCP Standards for International Clinical Investigations of Devices

Informed Consent and Exceptions to the Requirement for Obtaining Consent for Clinical Investigations of Devices
Oversight of Clinical Investigations of Devices

Reporting Requirements for Clinical Investigations of Devices

Korean GCP and Regulatory Requirement (8H=2| I AA[HEZ|7|E J 2t )




5. u=kE MR =XH7)

GCP SBR Advanced Refresher [&

WEAZE4H | HS 0] - e=0{/H0

When a Social and Behavioral Research Study May be Considered a Clinical Trial

Overview of ICH E6 GCP for Behavioral Interventions and Social Science Research
Investigator's Role and Responsibilities in Behavioral Interventions and Social Science Research
Informed Consent in Behavioral Interventions and Social Science Research

Monitoring, Audits, Inspections, and Data and Safety Monitoring of SBR

Korean GCP and Regulatory Requirement (gt=2| J&A[d22[7|E & 23 1H)

[Additional Modules of Interset]
Methods and Risks in Behavioral Interventions and Social Science Research
Social Media in Behavioral Interventions and Social Science Research
In-Depth Review of ICH E6 and TransCelerate Minimum Requirements




20| A2t

=2~z=(10A]~ 17X1)

Research, Ethics, Compliance,
and Safety Training

The Trusted Standard in ¢ ‘. 02_; 49 ; ; 00
t ‘ I

edu@bicstudy.org
‘ @ bicstudy.org

Utilized by the Top-25 Ranked U.S.

- ()ASTgtet A2l M2k

[ Bicstudy

www.bicstudy.org




	슬라이드 1
	슬라이드 2
	슬라이드 3
	슬라이드 4
	슬라이드 5
	슬라이드 6
	슬라이드 7
	슬라이드 8
	슬라이드 9
	슬라이드 10
	슬라이드 11
	슬라이드 12
	슬라이드 13
	슬라이드 14

