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CLINICAL TRIALS 
Deborah Chee, KoNECT

What have been the main priorities of KoNECT 
since we last saw you?
DC: At KoNECT we have three main fields of focus. 
Our first priority is clinical trial (CT) Capacity Building. 
There are a number of methods we use to achieve this. 
Firstly, we are building world-class CT infrastructure 
and capability (GCE). Moreover, KoNECT is develop-
ing data driven approaches in CT. Furthermore, we 
provide statistics and strategic analysis on Korea clini-
cal trial enterprise.

Regarding our second priority – increasing strategic 
collaboration, we coordinate and lead Nation-wide and 
global collaborations across governments, academics, 
hospitals, and industry associations in order to accel-
erate innovation through the KoNECT Collaboration 
Center (KCC). With the support of the Korean govern-
ment, the KoNECT Collaboration Center for global 
clinical trials (KCC) was formally opened on September 
1,2015.

Finally, we enhance clinical trial public awareness, 
for example through opening the Korea clinical trial 
information center (K-CLIC) and public clinical trial 
awareness campaigns.

KoNECT has existed for 15 years and has ensured 
the quality and efficiency of clinical trials in Korea. On 
the way, we were able to build credibility in clinical tri-
al capacity and to help patients. I can say that we have 
strong basic capabilities in Korea today, and in the last 
years my main ambition was to build world-leading 

Deborah Chee, President of KoNECT (Korea Nation-
al Enterprise for Clinical Trials), discusses what it 
takes to build one the world’s leading clinical trials 
ecosystems, making Korea a strategic destination 
for many global and local sponsors.

AHEAD IN THE 
RACE TO BECOME 
A PREFERRED 
CLINICAL RESEARCH 
DESTINATION

Deborah Chee
president, KoNECT
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CLINICAL TRIALS 
Deborah Chee, KoNECT

capacity. Since 2012, we have developed a strong focus on collaboration with clinical trials centers; 17 leading 
university hospitals are participating in our program Global Center of Excellence, which strengthens the global 
competitiveness of the clinical trial industry. With these measures we reached an increase of early phase clinical 
trials, including first-in-human trials by global sponsors. We are also pioneering in using data-driven approaches 
for feasibility, pre-screening and protocol development, not to mention, development of convergence technologies 
using big data and AI.

Korea is often chosen as a strategic site for global sponsors. We have successfully conducted some multi-ethnic 
phase I trials in a single center for a well renowned multinational pharma company. These types of trials are very 
complex and often lack efficiency, however the fact we managed to perform them shows our expertise. 

In 2013 Korea was ranked 7th in global clinical trial destination ranking, today Korea accounts for 3.5 
percent of all clinical trials registered in the US and is ranked 6th. What factors and trends determined 
such a positive development for Korea?
DC: The Korean hospitals have a designated infrastructure to support clinical trial quality and large volume 
of clinical trials. We provide high volume patient access as well as medical sophistication and research interests. 
Global partners perceive Korea as “technology positive”, as we support molecular testing and scientific innovation.

Korea also has a very high population density, which is an important factor for companies to conduct clinical 
trials here. It is more cost-efficient and time-saving, since less travelling is involved compared to countries like 
Australia or the USA. Korea maintains a strong focus on quality and efficiency as well as patient protection and 
data integrity. Recently, we are specializing on more complicated and sophisticated clinical trials, so this makes 
us quite unique on a global stage. 

While the global number of clinical trials has been declining, we were able to continually increase the number 
of clinical trials conducted in Korea.

GLOBAL PARTNERS PERCEIVE KOREA AS “TECHNOLOGY 
POSITIVE”, AS WE SUPPORT MOLECULAR TESTING AND 
SCIENTIFIC INNOVATION

The OECD clinical trial forum report mentioned that KoNECT was the first example of the best initiative 
of its kind. What factors do you think led organization to such success?
DC: One of the key points is our customized and comprehensive learning system for CT workforce from training 
to certification. The government has made it mandatory for every person involved in clinical trials to take part in 
a training course. Currently we offer 50 to 60 training courses per year with over 5000 people benefiting from this 
program. The professional certification programs are based on a two-level certification to improve the quality of 
our personnel. 

KoNECT has been reported to be one of the best government initiatives for clinical trial infrastructure. 
How can other governments implement this model abroad?
DC: We do in fact have many visitors from other countries to learn from us. Our program is based on an inno-
vative approach responding to the needs of the industry. Our partners are very passionate working with us and 
the collaboration with these partners is very tight, which may the reason why other countries may seek to replicate 
our model. Our support is not limited to domestic partners. These services are available through the KoNECT 
collaboration center for international partners as well by providing an information, space, and services. 



Korea Pharma Report 2019   9

HEALTH INSURANCE REFORM
Yong-Ik Kim, NHIS

Yong-Ik Kim, president of Korea’s National Health Insurance Service (NHIS), provides an 
insight into the implementation of the upcoming MoonCare reforms, the government’s 
strategy to ensure the expansion of coverage is achieved sustainably.

INTRODUCING 
“MOONCARE”

Yong-Ik 
Kim
president, NHIS

REGARDING HEALTHCARE 
OUTCOMES, THERE IS A
LONG WAY TO GO

What are the main challenges facing the National 
Health Insurance (NHI)?
YONG-IK KIM (YIK): We are facing a number of se-
rious challenges. The first comes from the rapidly age-
ing population structure, set to dramatically increase 
demand for the medical services, threatening the long-
term sustainability of healthcare. Thus, we must devise 
a strategy to address this. 

Secondly, South Korea has a problematic health 
infrastructure. For example, hospital beds are very 
much oversupplied: in Korea there are 12 beds per 
1,000 of the population, almost three times the OECD 
average of 4.7. The main concern is that hospitals and 
doctors will inflate demand to match this excess supply, 
raising the costs of the system unnecessarily.

Moreover, Korea has too many small hospitals with 
an insufficient capacity - 69 percent of Korea’s hospi-
tals have fewer than 300 beds. Given that hospitals also 
behave according to economies of scale, so many small 
hospitals will drive up the costs, wasting resources. 
Finally, given that only 10.5 percent of hospital beds 
are provided by public sector, we have too much reli-
ance on private healthcare provision. 

Addressing all of these concerns will ensure that the 
system is fit for service and sustainable into the future. 
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HEALTH INSURANCE REFORM
Yong-Ik Kim, NHIS

As president of the NHIS, what have been your main priorities for the health system in Korea?
YIK: The first focus of the government has been the implementation of the reforms, dubbed as MoonCare (in 
the same way US reforms were called ObamaCare, expanding healthcare coverage while trying to limit patients’ 
out-of-pocket payments). For the NHI, we are investigating the best approach to integrate this policy into our 
system and expand insurance coverage to more therapies which are non-reimbursable at this present time. We are 
trying to include all essential medical care into the National Health Insurance System. By 2022, we will include 
all services deemed medically necessary. 

Our second priority has been to change the contribution system. These are the first major adjustments to 
the contribution system since the introduction of medical insurance in 1977. Thus, reforms are very difficult 
to achieve. Nonetheless, we have already successfully implemented changes and will resume a second round of 
restructuring in 2022. 

Regarding MoonCare, how is the government seeking to expand coverage while sustainably financing the 
healthcare system?
YIK: The total demand of healthcare is already set up. In terms of expenditure, 62.6 percent is currently covered 
by the NHI, the remaining expenditure comes through out-of-pocket payments by patients. Increasing the cover-
age of health insurance will reduce these out-of-pocket payments. Of course, to increase the scope of these benefits, 
contribution will have to be raised. However, while patients will pay higher contribution, these costs are spread 
across all the insured, so their total healthcare costs will be lower than the previous out-of-pocket payments. 

Is there the possibility of controlling drug prices?
YIK: This is a controversial topic. We must purchase the best medicines at the cheapest prices. However, we also 
have to support the growth of the pharmaceutical industry, encouraging the development of innovative drugs and 
better generic medicines. At this present time, the role of the NHIS in terms of fostering innovation still remains 
somewhat opaque.

President Moon is emphasizing both innovative growth, and income lead growth. When innovative growth is 
discussed, the strategy should include all sectors of the economy, including pharmaceuticals and the health sector. 
However, more assistance is needed to truly promote this. It is crucial to find a balance between supporting the indus-
try and purchasing the cheapest drugs available. This equilibrium will be critical. It is important to emphasize that 
the pharmaceutical companies are very much essential to the healthcare infrastructure in Korea. From time to time 
we encounter conflicts, but together we have always found solutions. 

What is the potential to move to a more outcome-based approach to healthcare in Korea?
YIK: Regarding healthcare outcomes, there is a long way to go. We are in the process of strengthening both ser-
vices and innovation within healthcare structure. We are planning to develop our community care system; when 
we accomplish an outcome-based healthcare approach of health services, we will need to reorganize all systems. 
In my opinion, on the present system of healthcare structure, the outcome-based approach is practically impossi-
ble. Nevertheless, there is a responsibility to lay the groundwork, as this new approach will be vital in the future.

I want to incorporate innovation into the healthcare infrastructure, and to create a new community care system. 
Then, perhaps future governments will be able to approach the outcome-based healthcare system. Such a change 
requires numerous reforms. Consequently, patience is required since a step by step approach must be taken. While 
this may seem frustrating at times, it is the only way: these changes do not happen overnight. 

IT IS IMPORTANT TO EMPHASIZE THAT THE PHARMACEUTICAL COMPANIES ARE 
VERY MUCH ESSENTIAL TO THE HEALTHCARE INFRASTRUCTURE IN KOREA

T
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CELL & GENE THERAPY
Regenerative Medicine

en years ago, a special committee was set up to establish the direction for the bio 
health industry in Korea. The bio health Industry is the least globalized indus-
try in Korea, making up only 1.5 percent of the global market. This committee 
sought to determine the areas of biopharmaceuticals which Korea could lead in. 
They concluded that Korea could excel in biosimilars, and cell therapy,” recalls 

SCM Lifescience’s BG Rhee. Regenerative medicine is an area that has already borne fruit for 
Korean biotech companies. Consequently, of the seven stem cell products on the global mar-
ket, four of them are Korean. “Korea must carve out for itself a very niche area where it can 
be a global leader. In my opinion, this could well be the regenerative medicine field, including 
stem cell treatment,” postulates Rhee.

Korean stem cell companies have capitalized on government support and more lenient reg-
ulations related to stem cell medicine where conditional approval may be granted after phase 
II trials. “We have received significant government support in the early stages too,” opines 
Kyung-Suk Kim, CEO of Corestem, which received approval for its stem cell ALS treatment 
Neuronata in 2014. “The government was interested in building a new innovative technology 
such as stem cell therapy from scratch on Korean soil,” Kim declares. 

There is hope that deregulation can go further, comparable to Japan, which grants con-
ditional approval after phase I trials and allows for seven years spent collecting data from 
patients for phase II and III trials “We are currently in discussions with the Korean govern-
ment with the aim of amending the laws further relating to advanced biopharmaceuticals 
and regenerative medicines,” affirms BG Rhee. 

Agreeing with the need to have favorable regulation is Corestem’s Dr Kim. “Regarding inte-
grating stem cells into the healthcare system, there is no one right way, but there has to be a 
balance between regulation and innovation” she asserts. Dr Kyung Suk Kim also highlight 

ALL ABOARD 
THE STEM CELL 
BANDWAGON

Kyung-Suk 
Kim
CEO, Corestem

Jung Tae 
Park
senior managing 
director, KoBIA

T
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CELL & GENE THERAPY
Regenerative Medicine

the need for stem cell regulation to be bespoke and not a cut and paste of other innovative 
treatment “we are competing with the new age of cellular therapies, but it would not be incor-
rect to regulate these treatments with the same rules,” avows Kim. 

It is not only stem cell products that are creating a new lease of life, many gene therapy prod-
ucts are going through stage III clinical trials, one receiving approval last year. “The release of 
those products is anticipated to increase the market share of Korean industry internationally,” 
says KoBIA’s Jung Tae Park

A Korean-made both cell and gene therapy with global potential is Kolon Life Science’s 
Invossa, treating osteoarthritis of the knee and already commercialized on the Korean market. 
“Cell and gene therapies were a low priority for Big Pharma until very recently. Nowadays, this 
area is receiving a lot of interest. For Kolon specifically, we have over 20 years of unique experi-
ence, possessing unmatched know-how. As a result, we are regarded as a leading player in this 
area,” boasts Woosok Lee, CEO of Kolon Life Science. 

Kolon’s strategy for commercialization and to obtain a broader reach in Korea has been to 
license out to Mundipharma in the Korean market, and seek similar licensing out deals abroad 
– “we are a fully integrated company for Invossa. Nevertheless, we have reached the conclusion 
that this approach is sub-optimal, and thus we will take a different path with the remaining 
pipeline candidates. We do not believe this to be the best way to develop cell and gene therapy. 
I believe that we will establish global partnerships in the global market. We have signed sev-
eral sales/license contracts with global partners like Mundipharma for the domestic market 
and Japan. Furthermore, we are under discussions with global partners for the international 
markets” reveals Woosok Lee. 

Yet Kolon does not have a monopoly on Korea’s cell therapy innovation. Biotechs such as 
Biosolution have also thrown their hat into the ring. Among the 15 cell therapeutic products 
approved in Korea, Biosolution has two of them, and is awaiting approval for the third. The 
two products already in the market are for burn patients: KeraHeal and KeraHeal-Allo, receiv-
ing market approval in 2006 and 2015 respectively. “We have two main categories for our busi-
ness. The first is cell therapy products, and the other is the 3D human tissue model to replace 
toxicity testing on animals. Within cell therapeutics, our focus areas are skin and cartilage. Our 
core technology is based on stem cell technology. This includes highly pure efficient cell iso-
lation, mass scale expansion, re-enforcement of cellular functions, and differentiation” boasts 
Jung Hyun Yun, CEO of Biosolution. 

Woosok 
Lee
CEO, Kolon Life 
Sciences

David Kim
CEO, Cure 
Therapeutics

AS CELL THERAPIES CAN ACTUALLY CURE PATIENTS, THE 
BUSINESS MODEL IS ENTIRELY DIFFERENT FROM TRADITIONAL 
PHARMACEUTICAL TREATMENTS David Kim  CURE THERAPEUTICS

With regenerative medicine in its infancy, Korean companies must find solutions to the 
major stumbling blocks in its way if they are to fully capitalize on this potentially massively 
profitable niche. “There is a key issue of adequation between supply and demand. The market 
for cell therapies is highly uncertain. As cell therapies can actually cure patients, the business 
model is entirely different from traditional pharmaceutical treatments,” reveals David Kim, 
CEO of Cure Therapeutics. 
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CELL & GENE THERAPY
BG Rhee, SCM Lifescience  

THE QUEST FOR EFFICIENCY 
IN REGENERATIVE MEDICINE

Dr BG Rhee, CEO of SCM Lifescience, discusses the company’s patented proprietary 
subfraction technology to extract high purity cell cultures, and the impact this will 
have on the efficacy, cell differentiation ability, and cost of stem cell treatments.

How would you describe your business model?
BG RHEE (BR): Since I joined SCM Lifescience in May 2018, we have raised 40 million USD. We have more 
than 50 patents and are involved in a number of clinical trials. SCM is mainly focused on the immune related 
diseases, and we are now moving to new indications – liver cirrhosis and diabetes.

The difference between SCM and other stem cell companies is that we claim to have the highest purity stem cells 
thanks to our different manufacturing scheme. Traditionally, when they extract stem cells from the cord blood 
or bone marrow, the efficacy is low. 

SCM developed a new method called the subfraction culturing method. We collect the single colony which dis-
play the best characteristics for a particular indication. From that colony, we culture the stem cells, so it is very 
pure. Our method also offers a much more concentrated variation of cells compared to the traditional method. 

What about your capabilities in tissue engineering?
BR: Another area we are looking into is tissue engineering. We are combining polymer science with our stem cells. 
When you apply the stem cell filler and place it on top of the kidney, transplantation works at almost 100 percent.  We 
are testing this for both kidney fibrosis and regeneration from scarring, for example following a C-section procedure. 
We are still in the early stages and not yet in commercialisation. We have our own GMP facility in order to create the 
cultures for clinical trials only. Now is the time to search for better global level manufacturing facilities.

Jae Cheon Yeo
executive director, KDRA

WE ARE FOCUSING ON A NUMBER OF OVERSEAS MARKETS INCLUDING JAPAN AND 
AUSTRALIA. THUS, WE ARE CONDUCTING SIMULTANEOUS CLINICAL TRIALS

Most Korean stem cell companies focus on the domestic market. It strikes us that your approach is some-
what different.
BR: Indeed, we are focusing on a number of overseas markets including Japan and Australia. Thus, we are con-
ducting simultaneous clinical trials. Although the Korean market is small, it is good to prove the efficacy of the 
stem cell products. We are conducting our trials in Korea together with all of the key hospitals and medical centres, 
such as SNU, Samsung, and Yonsei. 

Recently we have decided to hold acute GvHD trials in Japan because of economic issues –clinical trial costs are 
simply too high for such a small potential market size.

In addition, we are expanding trials for stem cell treatments into Liver cirrhosis - a very big market in both Korea 
and China. Many patients are currently waiting for transplants, but there is a long waiting time in Korea. So far, 
results have been impressive. In one instance, the doctors requested the hepatic artery injection of stem cells for a 
patient full of ascitic fluid. After 3 injections over a two week interval, the patient is still surviving after five years. 

We are planning to conduct this trial in China, simply due to the market size available. We require more pre-clin-
ical work because of different routes of administration. It will not be easy to move to China, and it is impossible 
without a local partner. We are still looking to find a capable partner for this operation, but are in talks with a 
number of large Chinese players, particularly for pre-clinical work.  




