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| Abstract

he number of clinical trials sponsored by global pharmaceutical companies performed in

countries other than the U.S. and Western Europe has been steadily increasing over the
past decade. Among those emerging countries, Korea deserves attention for its rapid growth in
the number of trials and sites. As of 2009, Korea was ranked the tenth country in the number of
clinical trials registered at http://clinicaltrials.gov. This is remarkable growth given that it was not
included in the top 30 countries in 2005. High population density, qualified medical professionals,
regulatory changes including Investigational New Drug-New Drug Application (IND/NDA) sepa-
ration, acceptance of International Conferences on Harmonization-Good Clinical Practices (ICH-
GCP) by Korea Food&Drug Administration (KFDA), and governmental policies to boost clinical
trials were the most influential factors that caused such an outstanding achievement. The Korean
National Enterprise for Clinical Trials (KoNECT), an organization founded to lead initiatives to
improve the milieu for clinical trials, has been playing a pivotal role in the steering of 15 regional
clinical centers designated by the government. Based upon improvements in infrastructure so far,
diversity in therapeutic areas and the proportion of early phase trials are expected to grow. Korea
has grown to be one of the major countries in the clinical trial market, which was made possible
by the cooperation of industry, academia and government. Further investment and efforts to
solve current challenges will allow such growth to continue into the next decade.
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Figure 1. Number of clinical trials approved by KFDA [7].
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Figure 2. R&D investment by global pharmaceutical companies in Korea[10].
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Table 1. Accredited institutions and recognized IRBs in Korea[12, 13]

AAHRPP accredited FERCAP/SIDCER recognized

Samsung Medical Center [2006] Seoul National University Hospital (SNUH) Institutional Review Board[2006, 2009]
Severance Hospital, Yonsei University Asan Medical Centre Institutional Review Board [2006, 2009]
College of Medicine [2010]
The Catholic University of Korea Kangnam St. Mary’s Hospital (KSMH) Institutional Review Board[2007]
Catholic Medical Center [2010] Chonnam National University Hospital Institutional Review Board[2007]
Inje University Busan Paik Hospital (IJUBPH) Institutional Review Board[2007]
Hallym University Sacred Heart Hospital Institutional Review Board[2008]
Daegu Cathulic University Medical Center (DCUMC) Institutional Review Board[2008]
Kyung Hee University Hospital (KHUH) Institutional Review Board[2008]
Ajou University Hospital Institutional Review Board [2008]
Inha University Hospital Institutional Review Board[2009]
Kangbuk Samsung Hospital Institutional Review Board [2009]
Chungnam National University Hospital Institutional Review Board (CNUH-IRB) [2009]
International Vaccine Institute (IVI) Institutional Review Board[2009]
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Figure 3. Numbers (A) and densities (B, institutions per 100,000 residents) of clinical

trial institutions by region.
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Table 2. Number of clinical trials (world) classified by phases and their annual growth rates 2 QIAA|E Ch| ZH 278 gl Alok

in 2008 and 2009 (Dialog Corporation[7]) 2EAIH e F =T
OVEERS
Phase 2008 2009 Growth rate OIAIA] S w
number % of total number % of total 20095 AAIA AR BArE A
Phase| 2,064 40.3% 2,292 41.4% 11.0% o Hl g2 1*&(41.4%), 273(41.4%),
Phase Il 2,152 42.0% 2,294 41.4% 6.6% 3/\1(17 200) 0.2 A Eﬂx—iﬁ 17] %]
Phase Ill 910 17.8% 952 17.2% 4.6%
Total 5,126 100% 5,605 100% 8.0% ARl = HleS YehlleH,

Ad ] BT 11,002 14 94

Table 3. Company-sponsored clinical trials-North America, Europe and Korea in 2009 Al&°¢] 7Pg #Qkck(Table 2)[2]. 2]
(www.clinicaltrials.gov) [7]
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A AN EE AR E-E 34 oA A
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Table 4. Therapeutic areas of clinical trials: INDs submitted to
U.S. FDA vs. KFDA IN 2009(16]

Therapeutic areas of U.S. FDA KFDA
INDs submitted (% of total) (% of total)
Oncology 836 (14.7%) 117 (29%)
Cardiovascular 368 (6.5%) 53 (13%)
Endo/Metabolism 424.(7.4%) 39 (10%)
Anti-infective/Ophth. 435 (7.6%) 34 (9%)
Psychiatry 296 (5.2%) 29 (7%)
Respiratory 272 (4.8%) 17 (4%)
Gastrointestinal 315 (5.5%) 16 (4%)
Pheumatology 536 (9.4%) 11 (3%)
Hematology 244 (4.3%) 14 (4%)
Neurology 533 (9.4%) 11 #%)
Dermatology 398 (7%) 8 (2%)
Urology 398 (7%) 11 38%)
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