
THE GREATS TIMES  
October 2014 

The Seoul National University Hospital Clinical Trials Center 
Publisher: Yung-Jue Bang, MD, PhD, Director 

Exclusive Seminar 
On Wednesday, Sep-
tember 17, 2014, exec-
utives from major phar-
maceutical companies 
and Contract Research 
Organizations (CROs) 
gathered at Lee Kun-
Hee Hall of Seoul Na-
tional University Can-
cer Research Institute 
to attend an exclusive 
meeting sponsored by 
Innovative Center for 
Bio-Imaging Guided 
Drug Discovery and 
Development (iCBigD3) and 
GREATS. The seminar was 
initiated to activate the use of 
novel technology in the field 
of early clinical trials.  

In the beginning of the semi-
nar, all attendees had a chance 
to introduce themselves brief-
ly to share their interests and 
find someone who has com-
mon views. It was followed by 
the first speaker, Professor 
Sang-Eun Kim, the director of 
iCBigD3. He introduced bio-
imaging— a latest innovation 
in early clinical trials—and 
explained how cost-effective 

and time-saving the new tech-
nology is.  

The next three presentations 
were given by executives from 
pharmaceutical industry in-
cluding Dr. Won Choi (Vice 
President of Clinical Develop-
ment, LG Life Sciences), Dr. 
Seong-Choon Choe (Head of 
Seoul Research Institute, Bo-
ryung Pharm), and Ms. 
Taeyoun Jo (Country Lead of 
Global Clinical Trial Opera-
tions, MSD Korea) under the 
topic of “Expectations & Re-
quests to Early Phase Trials 
Investigators and Regulatory 

Authorities from Pharmaceuti-
cal Industry.” It allowed the 
audience, especially the inves-
tigators present at the seminar, 
to understand the perspectives 
of the industry. Dr. Eui Sik 
Han (Director of Drug Evalua-
tion Department, Ministry of 
Food and Drug Safety) was 
invited to give the last presen-
tation under the title of 
“Considerations for Early 
Phase Clinical Trials Investi-
gators.” Through his presenta-
tion, he updated the audience 
on the current approval status 
of early clinical trials and ex-

plained about the con-
siderations to be taken 
while designing clinical 
trials. Also, he shared 
gave his insights on 
some frequently asked 
questions by pharma-
ceutical firms and re-
searchers.  

Professor Yung-Jue 
Bang was the chairper-
son of free discussion, 
which was the last pro-
gram of the exclusive 

seminar. Attendees had the 
opportunity to share some ad-
vantages and disadvantages 
they gained by working with 
GREATS. As the director of 
SNUH CTC, Professor Yung-
Jue Bang promised to make 
prompt use of the suggestions 
shared during the free discus-
sion. He also strongly suggest-
ed the audience to contact 
GREATS leaders directly for 
any difficulties that may arise 
from conducting the studies at 
SNUH. Moreover, the 
GREATS team was assigned 
to follow up with any prob-
lems shared at the seminar.  

Revised Notice for Clinical Drug Approval Regulation 
 
 
 
 
 
 
 
 

[Regulatory Updates] The Korean 
Ministry of Food and Drug Safety 
(MFDS) issued a revised notice for 
clinical drug approval regulation, 
stating that clinical study protocols 
in English for Phase I trials can be 
submitted to MFDS for an approv-
al. The revision became effective 
on September 11, 2014, and was 
intended to attract global clinical 
trials in Korea.  

The revision has simplified the re-
quired documents since earlier, a 
copy of clinical study protocol 
translated in Korean was needed to 
be submitted along with the origi-
nal version. Due to the Korean ver-
sion requirement, the approval pro-
cess often took a longer time than it 
does in other countries, conse-
quently missing the deadline for 
the trials. Therefore, Korea was 
often not selected by global phar-
maceutical companies since all 
global clinical trials must start at 
the same time.  However, a written 
consent form and explanation of 
clinical research for study partici-
pants are still required to be trans-
lated into Korean for submission. 

UPCOMING EVENTS! 

¨ Microdosing Symposium   
Date: November 27, 2014 
Time: 1:40 pm 
Place: Auditorium  
(Biomedical Research Institute @ SNUH)  
Sponsored by: Sekisui, DCK, GREATS 
 
 

For the updates, please contact: 
Theresa Choi 

Tel: +82 2 2072 1684 
E-mail: tchoi85@snuh.org  

 



Top executives from Quin-
tiles, one of the leading pro-
viders of biopharmaceutical 
services around the globe, 
including Mr. Tom Pike 
(Chief Executive Officer), Dr. 
Derek Winstanly (Chief Cus-

tomer & Governance Of-
ficer), Dr. Anand Thar-
maratnam (Senior Vice Presi-
dent and Head of Asia Mar-
ket), and Dr. Amar Kureishi 
(Vice President) visited 
SNUH Clinical Trials Center 

on September 24, 
2014 to have a 
brief meeting with 
Professor Yung-
Jue Bang. During 
the meeting, Pro-
fessor Bang gave 
an overview of the 
capabilities and 
strengths that 
SNUH Clinical 
Trials Center has.  

In addition, they 
had a discussion 
focusing on some 
of the areas to be 

developed further to strength-
en the relationship between 
two parties. After the Q&A 
session, Ms. Theresa Choi 
gave a guided tour of the fa-
cility which included the re-
search ward, core laboratory, 
pharmacy, and outpatient 

units. She also spoke in detail 
about the future plans to im-
plement a fully automated 
clinical trial management sys-
tem, TrialOne, and to expand 
the facility space. Both plans 
are expected to be completed 
by the early 2015. One of the 
board members said that he 
was very impressed with fa-
cility. 

Quintiles is one of the largest 
global Contract Research Or-
ganization (CRO) headquar-
tered in North Carolina, USA, 
with over 60 offices around 
the globe. The relationship 
between SNUH Clinical Tri-
als Center and Quintiles has 
been cooperative through var-
ious researches, and the meet-
ing provided them an oppor-
tunity to develop the relation-
ship further.  

Quintiles CEO Visits SNUH CTC 

Seeking Possible Collaboration with Bio-
Imaging Technology 

Professor Sang-Eun Kim, the 
director of Innovative Center 
for Bio-Imaging Guided Drug 
Discovery and Development 
(iCBigD3), was invited to 
speak at the GREATS mini-
seminar on August 8, 2014. 
The mini-seminar took place 
in Conference Room 1 of the 
Biomedical Research Institute 
at SNUH.  

As a closed meeting, profes-
sors in the field of early clini-
cal trials interested in bio-
imaging were selectively invit-
ed. About 20 professors at-

tended 
the meet-
ing to 
learn 
more 
about the 
ways bio-
imaging 
technolo-
gy can 
contribute 
to the 
new drug 
develop-

ment and how iCBigD3 could 
step in to support the possible 
collaboration. Professor Sang-
Eun Kim also spoke about the 
capabilities and skills devel-
oped by his team.  

His presentation was followed 
by a Q&A session in which 
some ideas for collaboration 
were shared. The mini-
seminar inspired the attendees 
to a huge extent, providing an 
opportunity to think about a 
way to advance in the field of 
clinical trials with the help of 
current technology. 

Seeking for Collaboration with CNIBR! 

SNUH Clinical Trials Center 
has been collaborating with 
Novartis Korea, and the 
business relationship led to 
potential research collabora-
tion with the China Novartis 
Institute for Biomedical Re-
search (CINBR).  

On September 23, 2014, key 
leaders including Dr. En Li, 
Dr. Chris Lu, Dr. Anfan Wu, 
Dr. Jessi Gu, Dr. Amber Cai, 
and Dr. Zhijian, from 
CNIBR visited SNUH Clini-
cal Trials Center to share 

their interest in research are-
as. After Professor Yung-Jue 
Bang gave a brief introduc-
tion of SNUH Clinical Trials 
Center to the visitors, Pro-
fessor Jeong-Hoon Lee and 
Professor Yoo-Wook Kwon 
briefly spoke on the areas of 
their research—liver disease 
and cardiology & stem cell 
study, respectively. Presen-
tations were followed by the 
Q&A session during which 
more interest areas were 
shared and discussed.  



The First SNUH R&D Forum  

On Thursday October 23, 
2014, the First SNUH R&D 
Forum with Samyang Biophar-
maceutical Corporation 
(Samyang Corp.) was held in 

Ji Suk Young Hall at the Bio-
medical Research Institute on 
Seoul National University 
Hospital (SNUH) campus. 
SNUH was designated as a 

research-oriented 
hospital by the 
Korean Ministry 
of Food and Drug 
Safety (MFDS) 
and was chosen to 
conduct a project 
of researching and 
developing tech-
nologies to fight 
cancers and in-
flammatory diseas-
es under the gov-
ernment support 
until 2023.  

SNUH believes 
that open innova-
tion based on co-

operation is the key to success, 
and plans to establish plat-
forms to activate and commer-
cialize the research and devel-

opment. This forum was the 
first step, and it provided a 
chance to share knowledge 
from both academia and indus-
try to more efficiently develop 
drugs and medical devices. 
Samyang Corp. has been an 
active participant in the area of 
drug/bio business of biopoly-
mers.  

The forum started with the 
Memorandum of Understand-
ing Signing Ceremony fol-
lowed by several presentations 
by project coordinators from 
Samyang Corp. After each 
presentation, plenty of time 
was given to discuss over po-
tential collaboration between 
two institutions.   

10th  Year Anniversary of SNUH Medical Research Collaborating Center (MRCC) 

[SNUH News] On September 
19, 2014, a symposium cele-
brating the 10th year anniver-
sary of SNUH Medical Re-

search Collaborating Center 
(MRCC) was held in the audi-
torium of Biomedical Re-
search Institute at SNUH. 

SNUH MRCC, the first 
MRCC in Korea, was es-
tablished in 2004 for the 
construction of infrastruc-
ture that promotes joint 
medical research between 
Seoul National University 
(SNU) and SNUH.   

Even though the center 
started as a small group, it 
currently has three different 
departments specializing in 
epidemiology, statistics, 
and data management. For 
the last 10 years, SNUH 

MRCC has supported over 
2,100 cases of clinical re-
search developed by SNU and 
SNUH. Also, it has been one 

of main institutions selected 
by Korea National Enterprise 
for Clinical Trials (KoNECT) 
to educate more than a thou-
sand professionals in the fields 
of Pharmacokinetic research, 
medical statistics, and data 
management. As a result, it 
has contributed significantly to 
improving the domestic level 
of medical research. 

The anniversary symposium 
provided an opportunity for 
the audience to look back at 
the major events of the center 
and to discuss some important 
areas to be improved.  

 

If you would like to visit us, please contact: 

Theresa Choi 

Tel: +82 2 2072 1684 

E-mail: tchoi85@snuh.org 



Seoul National University Bundang Hospital (SNUBH)  
Clinical Trials Center & Geriatric Center 

* Poor clinical trials participation status of the elderly and direction of future improvement—Is there discrimination 
against the elderly in clinical trials when recruiting subjects? 
Recruiting the elderly should not be an option, but a must.  

* Applying clinical trials results based on the study of young population or patients with mild conditions to the el-
derly could be problematic. Experts in clinical trials pointed out that excluding the elderly from clinical trials re-
cruitment could become an issue. Supports and incentives are needed to activate clinical trials of the elderly. 

 

As advances in science, technology, and medicine continue, new drugs and treatments are being actively developed and 
numerous clinical trials are underway to prove the efficacy and safety before being sold on the market.  

However, if a clinical trial has targeted a specific population, it is hard to apply its result to the general population. For 
example, if the clinical trial has only targeted young people or patients with mild conditions, the result should not be 
applied to the elderly with multiple varying health conditions.  
 

Korea is one of the fastest aging countries in the world, and according to the 2012 statistics, 33.3 percent of total medi-
cal spending is accounted for the health care of the elderly. Although this age group will benefit the most from the new 
drug or treatment, it is hard to define how much the old people are involved in clinical trials and what the solutions are, 
if they are discriminated from the participation.  
 

Interesting results of recent research by SNUBH Clinical Trials Center and Geriatric Center, led by Professor Gwang-Il 
Kim (Principal Investigator, SNUBH Geriatric Center), on clinical trials specialists have drawn attention.     

The research surveys were conducted among 240 people including members of Korean National Enterprise for Clinical 
Trials (KoNECT), professors of SNUBH, oncologists from Seoul National University Hospital, and clinical practition-
ers. 166 respondents (69.2%) believe that participation rate of the elderly in clinical trials is low which can become 
problematic.  
 

Also, 203 respondents (84.6%) insisted that it is inappropriate to apply the results of young people directly on the elder-
ly, and according 188 respondents (78.3%), low participation rate of the elderly in clinical trials could work as a disad-
vantage to them. Moreover, most respondents pointed out that excluding the elderly from candidacy as clinical trial sub-
jects simply due to the old age or shorter life expectancy is not fair.  
 

Therefore, clinical research professionals believe setting a required participation ratio of the elderly in clinical trials 
when recruiting subjects will be effective in encouraging the participation of the elderly or expanding the support for 
clinical trials that the elderly is involved in.  

In addition, in the case of new drugs that are frequently used by the elderly, making a policy that requires results of el-
derly clinical trials in order to receive a new drug approval or allowing a special patent extension or insurance benefits 
should be considered to motivate investigators or pharmaceutical firms.  
 

“In case of old people, the overall metabolic processes such as drug absorption, distribution, and excretion are different 
from young adults. Also, the elderly usually take a larger number of drugs due to multiple health conditions they have, 
exposing themselves to a higher risk of having adverse events,” said Professor Jae-Yong Chung from the Department of 
Pharmacology at SNUBH Clinical Trials Center. “Therefore, the elderly should be involved in the process of proving 
the efficacy and safety of a new drug or treatment,” he continued.  
 

“The participation of the elderly is often limited in order to make the result more substantial, but plenty of experience in 
clinical trials of the elderly will help reduce health care spending in the long run. Therefore, policies that prevent ex-
cluding the elderly from clinical trials are needed along with adequate support and incentives that encourage the poli-
cy,” added Professor Jong-seok Lee, the director of SNUBH Clinical Trials Center. 
 

The result of the study was published in the Korean Geriatric Society Journal of September.  



 

 

 

 

CUH Global Center of Excellence in Early Clinical Trials 
 Chonbuk National University Hospital Clinical Trials Center (CNUH CTC) has been operating 
with the goal of securing a world-class performance in early clinical competence in the field of natural 
medicine, which is emerging as a new pipeline of drug development. In order to achieve its goal, the 
CNUH CTC provided medical consulting related to the global phase 1 clinical trial of YPL-001 devel-
oped by Yungjin Pharm as a treatment for respiratory diseases in the early 2014.  

 Additionally, the CNUH CTC performed pharmacokinetic linearity evaluation on clinical trials 
for DW1029M, developed by Dong Wha Pharm, which is a natural medicine for treating diabetic kid-
ney. Moreover, the Center had experience in using the cocktail approach, a technique to evaluate a vari-
ety of drug interactions, that was achieved through dosing indicating drugs of metabolizing enzymes 
and transporting protein at the same time. As a result, the CNUH CTC now possesses the latest technol-
ogy used to evaluate drug interaction while developing natural medicines.  

 Currently, the Center is conducting a clinical trial that evaluates the pharmacokinetic interaction 
of DW1029M, a natural medicine, containing metformin, linagliptin, and rosaflo. 

 Over the last year, the CNUH CTC has become a Contract Research Organization that offers a 
variety of services related to phase I clinical trials including consulting of new drug development, per-
forming analysis of pharmacokinetics, providing statistical data, modeling, and the simulation and man-
agement of clinical data. Also, it has conducted over 20 pharmacology studies such as evaluating phar-
macokinetic properties of healthy volunteers, drug interactions with other drugs and food, and antimi-
crobial activities. As an institution that has completed WHO prequalification program, the CNUH CTC 
has especially performed a bioequivalence testing of terizidone capsules that was developed by Dong-A 
Pharm in order to export to WHO for the first time in Korea. Through this experience, CNUH CTC was 
able to demonstrate that it holds the global level of clinical performance.  


