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Driving forces for changes

×1998 ï2000 : Comprehensive discussions among 

regulatory authorities, industry and academia

ÅKFDA - successful progress of ICH meetings

ÅDomestic pharma companies - new agents to be tested

ÅForeign pharma companies - new drugs to be launched

ÅAcademia - highly motivated clinical investigators

× 2000 : Bench-marking visit of Australia

3



Major regulatory changes in early 2000s

ÅKGCP revision, as of January 4, 2000

ïHarmonize with ICH guideline E6

ïClarify the responsibility of investigators and the function of IRB

ÅAdoption of the Bridging concept (E5) in 2001

ïDiverse bridging strategies were permitted 

ÅSeparation of IND from combined IND/NDA in 2002
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National Technology Roadmap Project* 

for clinical trial technology    

ÅExperts Working Group recommend globalization of 

clinical trials.

ïEstablishing óCenters of Excellenceô

ïDeveloping educational/training programs for clinical trial 

professionals

ïInternational accreditation of IRBs

ïRegulatory reforms

* by MOST & MOHW, in 2002



Upgrading IRBs

ÅKorean Association of IRB (KAIRB) in 2002 

ïNon-profit organization with more than 50 IRBs

ï IRB operation guidelines, SOP

ïEducation of IRB professionals

ï In 2007, endorsement from MOHW for training of IRB professionals

Å International accreditation of IRBs

ïSamsung Medical Center in 2006*  

ïSeoul National University Hospital, Asan Medical Center in 2006^

ïInje University Busan Hospital, Seoul St. Maria Hospital, Chonnam

University Hospital in 2007^

ï14 IRBs as of 2009

* By AAHRPP, ^ by SIDCER/FERCAP



Reduced IND approval time in Korea
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Regional Clinical Center by MOHW  

ÅSimilar to US NIH-GCRC supporting program 

Å14 centers of excellence (2004-2009)

Å2004 ï2 centers

Å2005 ï4 centers

Å2006 ï3 centers

Å2008 ï3 centers

Å2009 ï2 centers 



Å Established on June 15, 1997

Å Designated as Regional Clinical Trials 

Center by MOHW in 2004

Å Renovation in 2007

Clinical Trials Center, SNUH



Research ward:

46 trial beds 

Pharmacy

Pharmacodynamics lab.

Outpatient clinic: 

7+1 units

Core lab.: sample 

processing/storage

Medical Device Evaluation

Clinical Trials Center, SNUH
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Korea National Enterprise for Clinical 

Trials (KoNECT) in 2007.12


