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Overview of Sponsor-Initiated Trials

Adverse-Event Reports

GCP X|8& /

Sponsor

+ Protocol

» Preclinical Studies
« Compensation

« Monitoring

+ Audit

Principal
Ve Investigator

» Writes Study Report
« Selects Study Subjects

K |—> Investigator

.

2

« Study Report
- Adverse-Event Reports

GCP N|7=

R Auditor

Written Informed Consent

Subjects

- IRB
Protocol Protocol Smek « Establishment of SOPs

Submission | Contract

Adverse-
Event reports Inspection
MFDS

» Protocol approval

- Inspection
« Institution designation
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- Create Administrative Office

« Appointment of Administrator
- Protect Subjects’ Rights

- Maintain Records

Director of Investigational Sit

+— IRB

Aspection
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Overview of Sponsor-Investigator Trials

Adverse-Event Reports

Provider
(Drug/Device,
Financial resources )

Protocol Submission

Adverse-Event
Reports

e

L

Principal
Investigator

 Writes Study Report

« Study conduct, staff training
- Selects Study Subjects

- Compensation/Insurance

« Monitoring

- Audit

"GCP M|75 / M8
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Written Informed
Consent

- Study Report
 Adverse-Event Reports

* Protocol Submission

Investigator /

Subjects

Director of Investigational Site

- IRB

« Establishment of SOPs

+ Create Administrative Office

« Appointment of Administrator
» Protect Subjects’ Rights

« Maintain Records

-

IRB
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- Protocol approval
- Inspection
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