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» Clinical Study from Sponsor Perspectives
» Clinical Trials in Oncology
» K-Sunshine Act
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CLINICAL STUDY FROM SPONSOR PERSPECTIVES/



» Who initiated the trial
» Phase of trial
» Number of Site
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Phase 1, Single Center Investigator Initiated Trial
Phase 3, Multi Center Company Sponsored Trial
Phase 2, Multi Center Sponsor Initiated Trial

Phase IV : rPMS, HEOR, etc..
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» Study concept initiated by company
» Multiple countries, Multiple sites

» How to select the participating country?
» How to select the sites? /

COMPANY SPONSORED TRIAL
(SPONSOR INITIATED TRIAL)
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> Delegate PI
> IRB 7| &t X[ &

> Informed Consent Form

> AE reporting

> Treatment plan 0| £
» K-Sunshine
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CLINICAL TRIAL IN ONCOLOGY /



» likely to be approved as Orphan Drug

» In some cases, drug registration starts when only Ph | or Il results are

available in US/EU/Japan /
» Further mortality outcomes are required /

ONCOLOGY PRODUCITS AND TRIALS



» utilize global Ph3 trial if the study includes Korea population more than
10% of total study number of greater than 100 patients.

» Risk Management Plan was begun effective from May 2015 /

ONCOLOGY PRODUCITS AND TRIALS
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] 1 | K sunshine act - E

» K Sunshine Act
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