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NO DISCLOSURE



Clinical Study from Sponsor Perspectives

Clinical Trials in Oncology

K-Sunshine Act



CLINICAL STUDY FROM SPONSOR PERSPECTIVES



Who initiated the trial

Phase of trial

Number of Site

연구의주체가누구인가, 몇상의연구인가에따라다양한조합이가능

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..

.

.



COMPANY SPONSORED TRIAL 

(SPONSOR INITIATED TRIAL)

Study concept initiated by company

Multiple countries, Multiple sites

How to select the participating country?

How to select the sites?



PROCESS

• Global 
Medical 
Affairs

• Global 
Development 
team

• Compound 
Development

• Build up scientific 
strategy through 
the compound 
lifecycle

• Pre-clinical. 
Clinical

• Country Medical Affairs

• Clinical Operation Team

• Medical feasibility 

• Operational feasibility  

• Centers

• Investigators

• CRC

• CRO

• Study 
timeline

• Exit plan

• Budget

• Human 
resources

• IRB/EC

• etc



임상시험시꼭기억해주세요!!

 Delegate PI 

 IRB 기관제출

 Informed Consent Form

 AE reporting

 Treatment plan 이끝난이후의추적조사

 K-Sunshine



CLINICAL TRIAL IN ONCOLOGY



ONCOLOGY PRODUCTS AND TRIALS

 likely to be approved as Orphan Drug

 In some cases, drug registration starts when only Ph I or II results are 

available in US/EU/Japan

 Further mortality outcomes are required



ONCOLOGY PRODUCTS 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







K-SUNSHINE ACT



 K Sunshine Act

리베이트방지법

후향적감시-> 전향적감시

약사법의변경

경제적이익지출보고

 Effective from 1st Jan 2018





약사법시행규칙일부개정령 (보건복지
부령세503호 6.28. 공표)



약사법시행규칙일부개정령 (보건복지
부령세503호 6.28. 공표)





별지제23호의 3 서식



SUMMARY

점차 Niche 해지는Oncology drug 의 target 으로인해, 희귀의약품으로
의지정및이를뒷받침하기위한다기관임상연구가많이이루어지고있음

회사주도의다기관임상연구진행을위하여, Diligent 한medical 

feasibility 및 Operational feasibility 확인이필요함

 Protocol 에따른 High compliant execution 이요구됨

 K-Sunshine Act 등의발표로인하여, 점차제공약물에대한감시가강화될
것으로생각됨
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