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In this report, ISR provides insight into the clinical development environment, sponsor and service 

provider activities, and population “health status” for South Korea.

• Clinical	Operations
• Medical	Directors
• C-Suite
• Portfolio	Management

1. Introduction
2. Industry	Interviews
3. Korea	Health	Statistics
4. Healthcare	Technology	and	Medication	Use
5. Service	Provider	Capabilities
6. Domestic	Clinical	Service	Providers
7. Domestic	Non-Clinical	Service	Providers

Valuable for:

Major Sections:

How you can use this report:
•	 Understand	how	sponsors	and	CROs	view	South	Korea	as	a	site	for	clinical	trials
•	 Uncover	logistical	details	for	conducting	South	Korean	trials
•	 Illustrate	the	benefits	and	drawbacks	of	conducting	trials	in	South	Korea
•	 Learn	how	South	Korea	compares	to	other	countries	on	a	variety	of	scales	so	the	reader	can	best	consider	the	areas
in	which	South	Korea	may	be	beneficial	as	a	trial	site	for	their	particular	company

What you will learn in this report:
•	 How	population	characteristics,	qualified	investigators,	and	government	policies	and	incentives	make	South	Korea
the	8th	most	active	and	most	valuable	country	for	clinical	trial	activity

•	 On-the-ground	insights	from	numerous	high-level	R&D	employees	in	sponsor	organizations	and	country	heads
from	multinational	CROs

•	 Health	statistics	in	Korea,	including	disease	incidence	and	prevalence,	use	of	imaging	technologies,	and	use	of
medicines	in	major	therapy	areas

•	 Contact	details	for	pharma	companies	and	principal	investigators	in	South	Korea
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EDC Operational Improvements 

Most impactful EDC product attributes for trial success 

“For each of the EDC product attributes below, please indicate how much impact each 
has on your ability to successfully run a clinical trial that uses an EDC application.” 
(Base	  =	  100)	  

Of	  the	  list	  of	  attributes	  provided,	  respondents	  indicate	  that	  “technical	  support”	  and	  “integration	  
capabilities”	  had	  less	  of	  an	  impact	  on	  running	  clinical	  trial	  when	  compared	  to	  the	  software	  
performance.	  
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Introduction
Finding patients for clinical trials is hard. Finding patients willing to 
participate is one thing, keeping them enrolled is another. Finding them with 
the requisite medication history (or lack thereof) is challenging. Competing 
with other sponsor or CRO companies adds additional hurdles to overcome. 
Overcoming all of these obstacles in a reasonable timeframe adds additional 
pressure. So it is no wonder sponsor and CRO organizations are expanding 
globally to not only find patients for clinical trials, but also to commercialize 
their products. 

This is where South Korea comes into play.

The South Korean government has put in place several initiatives to 
encourage innovation in the healthcare industry. Combine this with a highly 
educated population, a western-style medical practice, a highly wired (or 
wireless) communications infrastructure, and a population concentrated in a 
few urban areas, and South Korea starts to look like a pretty good place for 
clinical development activities.
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The regulatory requirements in Korea are similar to ICH countries.  The Korean Food 
and Drug Administration (KFDA), which is reportedly soon to become the Ministry of 
Drug and Food Safety (MDFS), will have greater powers to initiate legislation and deal 
with food and drug safety issues.  Reviews by the MDFS and Institutional Review Board 
(IRB) can be done in parallel which helps to expedite the process.

 

Ms. Hyun predicts that Quintiles Korea will continue to see strong business growth 
over the next few years with an increasing number of clinical trials.

1

Parallel Submission

3-4 months

1-3 months

2-4 weeks

IND to KFDA
(e-submission)

IRBs

Final Version/CTA

START!

IND & IRB process in Korea

• Comment released at 30 WD after 
IND with 30 WD due date to treat 
comment. 

• Due date can be extended up to 2 
times (30 WD per one). 

• Can import IP, CTM after IND   
approval. 
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Female breast cancer incidence
Age-standardized female breast cancer incidence rates of South Korea are well below 
the OECD average. South Korea reports a rate of 38.9 per 100,000 females while the 
OECD reports a rate of 71.6 per 100,000 females.
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Service Provider Capabilities 
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Data available in full report

www.ISRreports.com
http://www.isrreports.com


www.ISRreports.com ©2013 | Preview of: South Korea: Clinical Development Country Profile     8 

act with confidence

To obtain full access to this report, please select one of the following licenses:

To purchase the report with a credit card or invoice, simply click on the desired license above 
to be taken to the purchase form. If you’d like to inquire about a different payment method or 
have questions, contact us at Sales@ISRreports.com or +1.919.301.0106.

To schedule a call to discuss this report with one of our analysts, please e-mail us at info@
ISRreports.com. 

Ordering Information

Single-user	License A single-user license allows access to a single individual user. $2,960 USD

Site-wide	License A site-wide license allows access to organization employees 
within a particular geographic site/location (i.e. NYC or 
London office)

$4,440 USD

Enterprise-wide	
License

An enterprise-wide license allows access to ALL employees in 
an organization – this is the recommended license if a report 
has wide spread relevance throughout an organization.

$5,920 USD

Industry Standard Research (ISR) is the premier, full service market research provider to the pharma 
and pharma services industries.  With over a decade of experience in the industry, ISR delivers an un-
matched level of domain expertise.  

For more information about our off-the-shelf intelligence and custom research offerings, please visit 
our Web site at www.ISRreports.com, email info@ISRreports.com, or follow us on twitter @ISRreports.

About Industry Standard Research

www.ISRreports.com
http://www.isrreports.com
mailto:Sales@ISRreports.com
mailto:info@ISRreports.com
mailto:info@ISRreports.com
http://www.isrreports.com/product/south-korea-clinical-development-country-profile/?preview=true
www.ISRreports.com
mailto:info@ISRreports.com
https://twitter.com/ISRreports



