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01
Definition of the Industry 

Definition and Classification

The biopharmaceutical industry develops drugs that prevent and treat diseases of both humans and animals.

Drugs are largely classified into chemical synthetic drugs (small molecule drugs) and biological products (or 

biologics) based on their substances. Improved drugs or copied drugs after the expiration of patented drugs are 

called by different names depending on whether they are chemical synthetics drugs or biologics.

Classification of Pharmaceutical Drugs

Classification Chemical Synthetic Drugs Biologics

Initially approved drugs (original drugs) New drugs Original biological medicine

Improved over original drugs Incrementally Modified Drugs (IMD) Biobetters

Copied drugs Generics Biosimilars

Chemical synthetic drugs are small molecule drugs that are produced through chemical synthetic reactions, and 

are mostly composed of chemical materials that can be used in a wide range of patient groups.

Biological products, or biologics, are pharmaceutical drugs that are manufactured in or extracted from living 

systems (e.g. blood, cells, microbes, etc.). Some examples of biologics are recombinant protein drugs (e.g. insulin), 

antibodies, vaccines, stem cell therapies and gene therapies. Biologics are more complex in structure and have 

greater molecular weight than chemical synthetic drugs.

Relative Size of Chemical and Biologic Drugs

Drug (nonproprietary name) Molecular formula

chemical drugs

asplrin
Tylenol (acetaminophen)

Sovaldi (sofosbuvir)

C9H8O4

C8H9No2

C22H29FN3O9P

small blologic drugs

Lantus (insulin glargine)
Epogen (epoetin alfa)

Neupogen, Zarxio (filgrastim)
growth hormone (somatropin)

C267H404N72O78S6

C809H1301N229O240S5

C845H1339N223O243S9

C990H1528N262O300S7

large biologic drugs 

Enbrel, Erelzi (etanercept)
Remicade, Inflectra (infliximab)

C2224H3472N618O701S36

C6428H9912N1694O1987S46

Source:  Biologics and Biosimilars: Backgroundand Key Issues, Congressional Research Service, 2016
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Industrial Ecosystem

Biopharmaceutical companies are at the heart of a R&D ecosystem that includes regulatory agencies, academic 

institutions, nonprofit patient groups, clinical research centers, medical professionals and venture capital firms, 

among others. Biopharmaceutical firms seek collaborations among stakeholders to reduce costs of innovation 

and increase the chances of success.

Biopharmaceutical R&D Ecosystem

Source:  2016 Biopharmaceutical Research Industry Profile, PhRMA, 2016

The biopharmaceutical industry creates numerous jobs and has strong economic impacts across industries such 

as construction, equipment and real estate. The US biopharmaceutical sector employs nearly 850,000 workers 

and supports a total of 4.4 million jobs across the country.

Economic Reach of the US Biopharmaceutical Industry

Innovative Biopharmaceutical Industry Vendors and Suppliers Additional Private Economic Activity

854,000 people (direct jobs) 1,710,000 people (indirect jobs) 1,882,000 people (induced jobs)

Total jobs: 4,446,000 people

Source: Biopharmaceuticals in Perspective, PhRMA, 2016

Status of the Industry 

R&D Pipeline

More than 7,000 drugs are in development worldwide. About 70% of them are expected to be first-in-class drugs 

that have different mechanisms of action from existing drugs in the market.

In addition, personalized drugs are being widely developed. Personalized drugs use an individual’s genome for 

more accurate diagnosis and tailored prescription, which will decrease medical costs and unnecessary drug use.

A total of 25% of drugs approved in 2015 were personalized drugs. 42% of new medicines in the pipeline and 

73% of cancer medicines in the pipeline are personalized medicines.

Global Drugs in the Pipeline

Medicines for Major Diseases in Development Personalized Medicines in Development

CANCERS
1,919

CARDIOVASCULAR 
DISEASE
563

IMMUNOLOGICAL 
DISORDERS
1,123

MENTAL HEALTH 
DISORDERS
510

INFECTIOUS 
DISEASES
1,261

DIABETES
401

HIV/AIDS
208

NEUROLOGICAL 
DISORDERS
1,308

PERSONALIZED
MEDICINES

73%
of cancer 

medicines

MORE THAN 25%
of new medicines

approved by the 
FDA in 2015 were

PERSONALIZED MEDICINES

In the 
PIPELINE
have the 

potential to be42%
of new 

medicines

Source: Biopharmaceuticals in Perspective, 2016, PhRMA
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Global Market Status

The global medicine market has grown at an annual rate of 5.9% for the last five years to reach nearly USD 1.1 

trillion as of 2016.

The global medicine market is expected to grow at an annual rate of 4%–7% for the next five years and reach 

USD 1.5 trillion in 2021. The short-term rise in growth in 2014 and 2015 was driven by new medicines in hepatitis 

and cancer that contributed strongly to growth but will have a reduced impact through 2021. Off-invoice 

discounts and rebates will reduce invoice-price growth by about 1%, resulting in a total global market of USD 1 

trillion in 2021.

Global Biopharmaceutical Market Status and Prospects (USD billion, %)
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Source: Outlook for Global Medicines through 2021, QuintilesIMS, 2016

Korea’s Market Status

As of 2015, Korea‘s pharmaceutical drug market was worth about USD 17.0 billion, similar to that of the previous 

year. 

Pharmaceutical drug production in Korea has steadily grown to reach USD 15.0 billion as of 2015. The number of 

pharmaceutical companies in Korea stands at 894. Among them, manufacturers of finished drug products are 

285 with a combined workforce of 78,259 employees. The production of finished drugs increased by 4% YoY to 

USD 13.1 billion, while that of active pharmaceutical ingredients (API) decreased by 1.2% YoY to USD 1.9 billion.

Finished drugs are divided to prescription drugs (USD 9.5 billion, 83.6%) and over-the-counter drugs (USD 2.2 

billion, 16.4%). The share of prescription drugs has remained low 80% since 2009.

As of 2015, Korea‘s pharmaceutical drug export volume was USD 2.95 billion, up 22% YoY. Korea‘s pharmaceutical 

drug import volume was USD 4.95 billion, down 5.1% YoY.

Korea's Biopharmaceutical Market    (USD 100 million, %)

Classification 2011 2012 2013 2014 2015

Market size
(YoY)

166.4
(-0.94) 

179.6
(-0.32)

183.1
(-0.57)

176.2
(-0.24)

164.1
(-0.70)

Production 135.4 146.8 155.2 149.4 144.7

Export 17.0 21.9 22.1 23.1 28.4

Import 48.0 54.7 50.0 50.0 47.8

Source: Ministry of Food and Drug Safety press release, 2016

As of 2015, among the top efficacy groups of imported finished drugs in Korea, cancer drugs were imported the 

most (USD 450 million), and other chemical therapeutic agents increased by 53.8% compared to the previous 

year, which was the biggest increase among the efficacy groups of drugs.

Efficacy Groups of Top 10 Imported Finished Drugs in Korea (USD thousands, %)

Rank Efficacy Group
Import amount

YoY Representative Product
2014 2015

1 Anti-tumor drugs 455,242 454,256 −0.2 Herceptin Inj. 150 mg

2 Antidiabetic agents 220,499 213,787 −3.0 Trajenta Tab.

3 Other chemical therapies 137,633 211,723 53.8 Viread Tab.

4 Antihypertensive drugs 219,798 194,600 −11.5 Norvasc Tab. 5 mg

5 Vaccines 288,059 175,539 −39.1 Prevenar 13 Inj.

6 Antiarteriosclerotic agents 166,677 132,824 −20.3 Lipitor Tab. 10 mg

7 Other urogenital organ and rectal drugs 91,714 92,809 1.2 Harnal-D Tab. 0.2 mg

8 Other CNS drugs 82,617 83,907 1.6 Lyrica Cap. 75 mg

9 X-ray contrast agents 82,524 82,821 0.4 Gadovist Prefilled Syringe

10 Liver therapeutic agents 88,784 82,324 −7.3 Baraclude Tab. 0.5 mg

Source: Ministry of Food and Drug Safety press release, 2016

INDUSTRY OVERVIEW 
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Competitiveness of the Industry 

New Drug Development

Korea’s pharmaceutical industry has steadily expanded investment to develop blockbuster drugs. A total of 27 

domestically-developed new drugs gained approval since the injection of Sunpla Inj.(SK chemicals') in 1999. In 

2015 alone, five new drugs were approved.

Korea also produces 52 incrementally modified drugs, including Hanmi Pharmaceutical Company's Esomezol—

a reflex esophagitis medicine—which is Korea's first incrementally modified drug that gained FDA approval in 

2013 for sales in the U.S. 

Approval Status of New Drugs Developed in Korea

No. Product Name Company Name Main Substance Efficacy Approval Date

1 Sunpla Inj. SK Chemicals Heptaplatin
Cancer drug 

(stomach cancer)
July 15, 1999

2
Easyef Topical 

Solution
Daewoong Pharmaceutical 

Co., Ltd.
Epidermal Growth Factor

Therapeutic agent for 
diabetic foot ulcer

May 30, 2001

3 Milican Inj. Dongwha Pharm. Co., Ltd. Holmium Nitrate-166
Cancer drug 
(liver cancer)

July 06, 2001

4 Q-roxin Tab. JW Pharmaceutical Balofloxacin
Antimicrobial agent 

(antibiotics)
December 17, 2001

5 Factive Tab. LG Chem. Gemifloxacin mesylate
Antimicrobial agent 

(antibiotics)
December 27, 2002

6 Apitoxin Inj. Guju Pharma Co., Ltd. Dried honey bee venom Arthritis drug May 02, 3003

7 Pseudovaccine Inj. CJ CheilJedang
Dried Pseudomonas 

vaccine
Pseudomonas vaccine May 28, 2003

8 Camtobell Inj. Chong Kun Dang Pharma Belotecan Cancer drug October 22, 2003

9 Revanex Tab. Yuhan Co., Ltd. Revapraza Antiulcer drug September 15, 2005

10 Zydena Tab. Dong-A Pharmaceutical Udenafil Erectile dysfunction drug November 29, 2005

11 Revovir Cap. Bukwang Pharm. Co., Ltd. Clevudine
Therapeutic agent for 

hepatitis B
November 13, 06

12 Pelubi Tab. Daewon Pharm. Co., Ltd. Pelubiprofen Osteoarthritis drug April 20, 2007

13 M-vix Tab. SK Chemicals Mirodenafil HCL Erectile dysfunction drug July 18, 2007

14 Noltec Tab.
Ilyang Pharmaceutical Co., 

Ltd.
Ilaprazole Antiulcer drug October 28, 2008

15 Kanarb Tab.
Boryung Pharmaceutical 

Co., Ltd.
Fimasartan Potassium 

Trihydrate
Antihypertensive drug September 09, 2010

No. Product Name Company Name Main Substance Efficacy Approval Date

16 Pyramax Tab.
Shin Poong Pharmaceutical 

Co., Ltd.
Pyronaridine phosphate, 

Altesunate
Antimalarial agent August 17, 2011

17 Zepeed Tab. JW Pharmaceutical Avanafil Erectile dysfunction drug August 17, 2011

18 Zemiglo Tab. LG Chem.
Gemigliptin tartrate 

sesquihydrate
Antidiabetic drug June 27, 2012 

19 Duvie Tab. Chong Kun Dang Pharma Lobeglitazone sulfate Antidiabetic drug July 04, 2013

20 Riavax Inj. KAEL-GemVax Co., Ltd. Tertomotide HCL
cancer drug 

(pancreatic cancer)
September 15, 2014

21 Acelex Cap. CrystalGenomics, Inc. Polmacoxib Osteoarthritis drug February 05, 2015

22 Zabolante Tab. Dongwha Pharm Co., Ltd.
Zabofloxacin D-aspartate 

hydrate
Antimicrobial agent 

(antibiotics)
March 20, 2015

23 Sivextro Tab. Dong-A ST Co., Ltd. Tedizolid phosphate
Antimicrobial agent 

(antibiotics)
April 17, 2015

24 Sivextro Inj. Dong-A ST Co., Ltd. Tedizolid phosphate
Antimicrobial agent 

(antibiotics)
April 17, 2015

25 Suganon Tab. Dong-A ST Co., Ltd. Evogliptin tartrate Antidiabetic drug October 02, 2015

26 Olita Tab. Hanmi Pharmaceutical
Olmutinib HCL 
monohydrate

Cancer drug 
(lung cancer)

May 13, 2016

Source: Ministry of Food and Drug Safety press release, 2016

According to the 2014 survey of 36 innovative pharmaceutical companies, a total of 785 new drug development 

projects were underway including 330 new chemical synthetic drugs, 354 new incrementally modified drugs 

and 131 original biological products in Korea.

Biosimilar Development & Related International Regulations

The biopharmaceutical industry of Korea has been actively developing biological products by expanding its 

research bases and facilities. It has been showcasing such successful cases on the global stage. In particular, it 

now focuses on biosimilar development to take the lead in the global biosimilar market. Remsima, the world’s 

first biosimilar antibody manufactured by Celltrion Inc. of Korea gained approval by European Medicines Agency 

(EMA) in July 2013 and by the US FDA in April 2016. Biosimilars of Samsung Bioepis, including Benepali, Flixabi 

and Lusuduna received marketing authorization from the European Medicines Agency (EMA) in January 2016, 

May 2016 and January 2017, respectively.

In particular, Korea was elected as a chair of the Working Group on Biosimilar Regulatory Harmonization at the 

International Pharmaceutical Regulators Forum (IPRF) in 2013. Korea’s election was supported by the global 

recognition of Korea’s biosimilar industry and approval/screening experiences of the Ministry of Food and Drug 

Safety. It was the first time that a non-member of the International Conference on Harmonization (ICH) was 

elected as a chair.

INDUSTRY OVERVIEW 



12 13BIOPHARMACEUTICAL

The IPRF is a forum that consists of representatives of regulatory authorities of both ICH members (U.S, EU and 
Japan) and non-members as well as regional representatives of APEC and ASEAN. With the goal of harmonizing 
regulations among countries, the forum has been a venue for information exchange regarding medical 
regulations and active discussions on international cooperation among regulatory agencies, mainly led by ICH 
member states.

Infrastructure of Biologics/Biosimilar Production

Korea has earned global competitiveness in biologics production.

In 2015, Samsung Biologics Co., Ltd. built the world’s third largest biologics consignment facility (180,000 liters), 
and is now building a biopharmaceutical product manufacturing facility (additional 180,000 liters). Once it is 
completed in 2018, the company will be able to produce a total of 360,000 liters of biopharmaceutical products 
in a year and will be one of the world’s largest biopharmaceutical consignment companies.

Celltrion Inc. can produce a total of 140,000 liters and plans to increase its production capacity by 170,000 liters. 
In addition, Binex Co., Ltd. also provides biologics development and production services with its high-tech 
production facilities. With these leading companies, Korea‘s standing in the global biologics production market is 
expected to be highly improved.

Exemption from On-site Inspection of Korean Vaccines Supplied to In-
ternational Organizations

Korea signed a vaccine cooperation agreement with the World Health Organization (WHO) in December 2016 
that exempts Korean vaccines supplied to international organizations from on-site GMP inspections.

This agreement shows that the WHO officially acknowledged that Korea’s vaccine safety system meets 
international standards. Korea is expected to enter the vaccine supply market led by the United Nations (UN) in 
the near future.

The Korean government has been providing strategic support for biopharmaceuticals, including its investment 
of USD 291million in 2015, in an aim to release and commercialize 5 biologics products globally by 2020.

Clinical Trials Platform

For the last 10 years, Korea has been one of the leading emerging countries in the multinational clinical trial 
industry. Many global biopharmaceutical firms are conducting multinational clinical trials in their Korean centers 
on the back of the Korean government’s continuous policy support for its biopharmaceutical and clinical trial 
industries.

Korea has high clinical trial performance records, superb clinical trial infrastructure on par with other advanced 
countries and competent researchers, making many global pharmaceutical companies prefer to conduct clinical 
tests in the country.

There are currently 22 clinical trials centers in Korea, all of which are affiliated to university hospitals. So these 
CTCs are to provide the world-class facilities and infrastructure, oversight of quality control, staff management 
and development, assuring the successful conduct of patient-focused and also healthy volunteer clinical trials.

According to an analysis of multinational clinical trials registered in the US NIH (ClinicalTrials.gov), Korea’s rank in 
the number of protocols of multinational clinical trials sponsored by pharmaceutical companies increased from 
19th in 2011 to 12th in 2015.

Moreover, Seoul ranked second after Houston, USA as of late 2015 when it comes to the number of centers 
participating in multinational clinical trials sponsored by pharmaceutical companies from 2011 to 2015.

In addition, study start-up timelines of clinical trials are relatively short in Korea compared to other Asian 
countries, as the approval process of the Ministry of Food and Drug Safety (MFDS) and the IRB can be 
implemented at the same time. The concentration of large-scale clinical trial centers in metropolitan areas 
including Seoul enables quick patient recruitment.

According to the 2015 analysis of the Ministry of Food and Drug Safety on clinical trial plan approvals, the total 
number of approved clinical trials was 675, up 3.5% compared to 652 in 2014. Its 5-year CAGR is 7.6%.

Technology Exports and Foreign Market Expansion

The volume of Korea’s exports of medical products recorded USD 2.6 billion in 2015, up 8.1% YoY, thanks to 
increasing large-scale export contracts and technology exports.

In addition, recent large-scale technology export deals with multinational pharmaceutical companies 
have improved the international recognition of Korea’s pharmaceutical R&D capability and accelerated the 
globalization of Korean pharmaceutical industry.

In 2015, Hanmi Pharmaceutical signed the largest biologics technology export deal in Korea with Sanofi and 
Janssen Pharmaceutical. ViroMed Co., Ltd. exported immune therapies to Bluebird Bio of the US.

In 2016, Kolon Life Science Inc. exported a technology related to cell and gene therapies (Invossa) to Mitsubishi 
Tanabe Pharma of Japan. Genexine Inc. is conducting joint research on cancer immunovaccine with MSD of the US.

Korea’s biopharmaceutical firms are expanding their businesses by building multiple overseas clinical facilities 
and advanced production facilities to secure their competitiveness in new drug development and quality 
control.

INDUSTRY OVERVIEW 
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A total of 18 innovative pharmaceutical companies in Korea are conducting 64 overseas clinical trials. About 
25 companies have advanced production capability regarding 333 products that received international GMP 
certifications.

Korea, a Biopharmaceutical Leader in Emerging Countries

According to the “BCI Survey” report of Pugatch Consilium, a US consulting company, Korea’s BCI value was 77.94, 

ranking second after Singapore (85.33).
* BCI: Biopharmaceutical Competitiveness and Innovation.

The BCI value is scored out of 100 based on five areas (science/technology/infrastructure, clinical research 

performances/environment, regulatory system/drug approval, quality assurance/drug surveillance, market 

entry/financing, IP right protection).

Competitiveness of Biopharmaceutical Companies in Emerging Countries

THE RACE FOR BIOPHARMACEUTICAL INNOVATION

Source: Biopharmaceutical Competitiveness and Innovation (BCI) Survey, 2016

Prospect for the Industry 

Global Market Outlook

The global biopharmaceutical market is expected to grow even further, mainly because of growing healthcare 

costs. Improved quality of life, aging demographics and the increasing number of chronic diseases are among 

the factors that raise healthcare expenses.

So far, chemical synthetic drugs have driven the growth of the industry. However, the biologics market including 

antibodies, protein therapies, gene therapies and stem cell therapies has been expanding.

The biopharmaceutical market accounted for 24% of the entire pharmaceutical market in 2015. The figure is 

likely to grow to 29% by 2022.

Biologics took up 47% among the 100 top-selling drugs worldwide in 2015, up from 30% in 2008. Biologics will 

contribute 50% of the top 100 product sales by 2022.

The Share of Biologics in Global Pharmaceutical Sales    (%)

Source: World Preview 2016, Outlook to 2022, EvaluatePharma, 2016
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Global Industry Outlook

The sales of the listed US biotech companies recorded USD 93.1 billion in 2014, up 29% compared to the 

previous year.

The sales of the listed European biotech companies recorded USD 23.9 billion in 2014, up 15% compared to the 

previous year.   

Both US and European listed biotech firms saw a dramatic increase in 2014 in terms of sales and employment. 

This trend is likely to continue.

The sales of the listed Korean biotech companies recorded KRW  5.9 trillion (USD 53.97 billion) in 2014, up 1.9% 

compared to the previous year. Korea saw a small increase in sales and employment in a year.

Overall, Korea‘s biotech industry was worth KRW 8.5 trillion (USD 7.25 billion) as of 2015, up 11.2% compared to 

the previous year. The biologics sector saw the most remarkable growth in sales.

Global Investment Outlook for Biotech Startups

In 2015 alone, biotech startups received investment of USD 11.8 billion from American and European venture 

capitals (US 9.3 billion, Europe 2.5 billion). This was mainly thanks to growing interests in the achievements made 

in CRISPR-related gene modification and cancer immuno therapies.

Korea’s venture capitals invested the second largest amount of money in the biotech sector, following the ICT 

sector in 2015. Investment in the biotech sector is on the rise from KRW 93.3 billion (USD 81 million) in 2011 to 

KRW 317 billion (USD 270.36 million) in 2015.

02 LOCATIONAL 
COMPETITIVENESS 

LOCATIONAL COMPETITIVENESS 
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Status of Korean Bio Clusters 

The Korean government has operated biotech-specialized centers in several regions to create large-scale biotech 

clusters. By growing biotech-specialized regions, it ultimately seeks to boost national competitiveness.

Currently, there are regional biopharmaceutical clusters in Chungcheongbuk-do, Daegu, Incheon and Gyeonggi-do. 

A cluster in Seoul is now in development.

BT-Specialized Centers Supported by the Korean Government

Source: Korea BT-specialized committee

Osong High-Tech Medical Complex

Osong High-Tech Medical Complex located in Osong, Chungcheongbuk-do has been emerging as the heart of 

Korea’s biotech industry since the establishment in 2009 and the relocation of six major government-funded 

medical institutions in 2010.

The Osong Complex seeks to create a cutting-edge biotech cluster and forge the network that connects 

industries, universities, research and public institutions, on the back of the relocation of six major public 

institutions, BT-specialized universities and companies.

Daegu/Gyeongsangbuk-do High-Tech Medical Complex

Daegu/Gyeongsangbuk-do High-Tech Medical Complex was established in 2013. It is comprised of several core 
research facilities of the government (New Drug Development Center, High-Tech Medical Device Development 
Center, Animal Testing Center and Clinical Trial & New Drug Production Center) and the communications center 
run by the local government.

The Daegu/Gyeongsangbuk-do Complex supports the translation of promising basic science research into 
clinical applications and the development of new drugs. With its excellent clinical trial infrastructure of top 
medical institutes and general hospitals, the complex assists studies on new synthetic drugs.

Regulatory Exceptions in Daegu-Gyeongbuk High-tech Medical Complex

Laws & Regulations Deregulated items

Medical Service Act
・Foreign medical staffs (doctors, dentists) are permitted to render medical services intended for medical     

 research at medical facilities within cluster

National Health 
Insurance Act

・medical institutions may apply for insurance reimbursement for medicines, medical devices and medical 
 technology applied to clinical patients for medical research purpose

Pharmaceutical Affairs 
Act, Medical Device Act 

・Manufacturing permits and facility codes do not apply to R&D institutes
・Simplified procedures for import or registration of drugs and medical devices (for research purposes)
・International standards applied to the approval of Manufacturing and importing medicine and medical   

 devices B6

Bioethics and Safety Act 
・Subcommittee of the national bioethics committee located in cluster
・Resident companies can jointly utilize institutional life ethics review board 

Immigration Control Act・Extension of stay for foreign researchers (from 2 years to 5 years)

Patent Act ・Priority deliberation for research and development patent applications 

Source : Daegu-Gyeongbuk Medical Innovation Foundation

Gwanggyo/Pangyo Techno Valley in Gyeonggi-do

Pangyo Techno Valley is a cutting-edge innovation cluster located in the new Pangyo City of Seongnam. It 
is characterized by the proximity to the Greater Seoul Area, comprehensive business support by the local 
government and the concentration of Korea’s representative IT, BT, CT, and NT companies.

Gwanggyo Techno Valley is a state-of-the-art research complex located in the new Gwanggyo City of Suwon. It has 
been emerging as a convergence hub of IT, BT, CT, and NT businesses. A total of 200 Korean and global investment 
companies, as well as Ajou University, Kyung Hee University and Seoul National University are located in the complex.

Songdo Bio-Cluster

Songdo Bio-Cluster boasts the proximity to Incheon International Airport. The two firms located in the complex 
include the M.Lab of German Merck Co. that provides specialized technology services to biopharmaceutical 
companies and the Asia-Pacific Fast Track Center of American GE Healthcare that develops biopharmaceutical 
manufacturing process and offers relevant education.

바이오센터

동물자원센터

전남나노바이오연구센터

해양생물산업육성센터

전남식품산업연구센터

전남생물방제센터

바이오융합센터

Microbial Institute for Fermentation Industry in Sunchang County

Jeonnam Nano Bio Research Center

Jeonnam Biopharmaceutical Research Center

Jeonnam Biofood Technology 

Jeonnam Biocontrol Center

Jeollanamdo Marine Bioindustry Center

Chungbuk Technopark Bio Center

Gyeonggi Bio Center

바이오센터
Daejeon Technopark Bio Center

Animal Sources Center

Jeonbuk Institute for Food-Bioindustry

Jeollanamdo Institute of Natural Resources Research

Jeollanamdo Development Institute for Korean Traditional Medicine Jeju Technopark

Bio21 Center

Gimhae Biomedical Center

Marine Life Industry Promotion Center

Korean Medicine Industry Support Center

Biohealth Convergence Center

Pohang Center for Evalution of 
Biomaterials

Gyeongbuk Institute for 
Bio Industry

Gyeongbuk Institute for 
Marine Bio Industry

Gangneung Science & Industry Promotion 
Agency

Chuncheon Bioindustry 
Foundation

LOCATIONAL COMPETITIVENESS 
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The Songdo cluster focuses on biopharmaceutical production and R&D. The concentration of biopharmaceutical 
firms, including Samsung Bioepis, Samsung Biologics Co., Ltd., Celltrion Inc and Dong-A ST Co., Ltd., will 
accelerate the growth of the cluster.

Hongreung Bio-Cluster

Hongreung Bio-Cluster is currently being built. Seoul City plans to utilize the cluster to boost entrepreneurship in 
the biotech and medical sectors and create an industry network hub to foster relevant industries.

Hongreung has excellent industrial infrastructure such as comprehensive research centers including the Korea 
Institute of Science and Technology (KIST) as well as university hospitals of Korea University and Kyung Hee 
University. Its location in the Seoul Capital Area gives the cluster great access to talent pools.

Locational Conditions and Benefits 

Governmental Support for Foreign Investment

The Korean government has made institutional efforts to nurture new industries including the biopharmaceutical 
sector and to attract foreign investment that contributes a lot to the through job creation.

With the Restriction of Special Taxation Act, the government has expanded tax benefits to foreign investment in 
11 major new industries (100% for the first 5 years and 50% for the next 2 years) to attract more foreign capitals.

In addition, the government has been making efforts to lift unnecessary regulations that undermine the influx 
of investment factors such as capitals, human resources and technology and to create a premier investment 
environment.

Grievance Resolution and Effective Communication Channel

The Korean government offers Foreign Investment Ombudsman services to resolve grievances of foreign-
invested companies in Korea. The government seeks to boost post-management and additional investment of 
foreign-invested companies that already have entered the Korean market.

The Korean government has established an effective communication channel to connect with foreign-invested 
companies by appointing officials exclusive for foreign investment in 21 government branches (June 2015) and 
operating a foreign investment regulatory information portal (July 2015).

03 GOVERNMENT 
POLICIES AND 
REGULATIONS

GOVERNMENT POLICIES AND REGULATIONS
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Government Policies and Incentives 

R&D Support

The Ministry of Science, ICT & Future Planning, the Ministry of Health and Welfare, the Ministry of Trade, Industry 

& Energy, and the Ministry of Food and Drug Safety are joining hands to implement the National R&D Project 

and several interdepartmental projects that require collaboration of a wide range of government departments 

and agencies.
Note: Interdepartmental New Drug Development Project (2011–2019, Ministry of Science, ICT and Future Planning, Ministry of Health and Welfare, Ministry of 
Trade, Industry and Energy), Interdepartmental Postgenome Project (2014–2021, Ministry of Health and Welfare, Ministry of Science, ICT and Future Planning, 
Ministry of Trade, Industry and Energy, Ministry of Agriculture, Food and Rural Affairs, Ministry of Oceans and Fisheries, Rural Development Administration, Korea 
Forest Service)

The Ministry of Science, ICT & Future Planning is supporting the medical, life science and public health sectors 

(including neuroscience, genome and stem cell) to secure original technologies and transform their research 

findings into practical applications.

The Ministry of Health and Welfare is assisting the overall medical sector encompassing mediation, research, 

clinical trials and technology with the goal of developing medical products and services that dramatically 

enhance medical treatment.

The Ministry of Trade, Industry & Energy is supporting R&D in regards the industrialization of the biotech industry 

field including medical products, medical devices, bio materials and chemicals.

The Ministry of Food and Drug Safety is pursuing the “Pharm Navi” project to develop technologies related to 

the permission, approval, and evaluation of medical products, devices and services. The project also supports 

the development of regulatory science technology as well as the commercialization and exports of high-tech 

medical products.

Overseas Expansion Support

The Korean government offers marketing support programs for Korean SMEs in the biotech industry. It is also 

developing programs tailored to individual firms to strengthen their marketing capabilities.

The Korea Health Industry Development Institute (KHIDI) and Chungcheongbuk-do holds the "Bio Korea", an 

annual international event that includes conferences, exhibitions, business forums and job fairs to enhance 

cooperation between domestic and overseas companies.

The Ministry of Trade, Industry and Energy (MOTIE) and KOTRA holds the “Global Bio & Medical Forum“ inviting 

renowned foreign firms and  connects them with Korean companies for counseling services. The ministry also 

hosts the “Export Road Show“ to support the overseas expansion of domestic biotech and healthcare firms.

The Ministry of Health and Welfare has set up the “Global Biopharmaceutical Industry Growth Fund” to 

make investments for business competitiveness enhancement, global market entry and production facility 

improvement.

Tax Benefits and Customs Reduction

The Korean government provides tax benefits and customs reduction in accordance with the “Restriction of 

Special Taxation Act” and the “Customs Law” for companies that need government support in R&D and facility 

investment.

The “Restriction of Special Taxation Act” target technologies (e.g. a technology related to new drug development) 

that may have enormous impact across industries but have high uncertainties as new engines for growth, and 

provides tax reduction at a higher rate than other R&D projects.

In particular, quality control facilities of medical products can receive a certain amount of tax reduction 

depending on the amount of investment made up to December 31, 2019.

Meanwhile, the “Customs Law” exempts medical products and devices used by patients with chronic kidney 

diseases or rare disorders from customs duties.

Harmonization of International Regulations on Medical Products

The Ministry of Food and Drug Safety promotes the harmonization of international regulations to increase the 

competitiveness of domestic medical products and has various policies to support their exports.

Korea joined the Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme 

(PIC/S) in 2014. The country also strengthened its GMP standards on par with advanced countries including the 

US, the EU and Japan to improve the quality of domestic products.

Moreover, Korea officially joined the ICH in November 2016. The membership of Korea shows that Korea is 

recognized as an advanced country in the global medical regulatory sector including the drug approval and 

review process as well as the post management system.

GOVERNMENT POLICIES AND REGULATIONS
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04
Applicable Regulations on Market Entry 

Pharmaceutical Affairs Act

This Act prescribes the matters necessary for the smooth operation of the manufacturing, storage, import and 
sales of pharmaceutical and quasdrugs.

A person who intends to manufacture medical products should have necessary facilities that meet the legal 
facility standards, and obtain approval from the Ministry of Food and Drug Safety.

A person who intends to import medical products should report to the Ministry of Food and Drug Safety in 
accordance with relevant laws, obtain permission for or report each item.

Bioethics and Safety Act

The purpose of this Act is to ensure bioethics and biosafety, thereby contributing to the promotion of citizens’ 
health and the improvement of their quality of life by preventing the violation of human dignity and values or 
the infliction of harm on human body in the course of researching on human beings and human materials or of 
handling embryos, genes, etc.

A person who intends to conduct a human subject research project should submit a research plan to be 
reviewed by an institutional committee.

Research on gene therapy that causes genetic mutation in the human body is only allowed when it is in 
accordance with the Article 47 of this Act.

Act on Registration, Evaluation, Etc. of Chemical Substances and 
Chemicals Control Act

This Act regulates the matters concerning the registration, evaluation and management of chemical substances 
that are not pharmaceutical drugs or quasidrugs under the Pharmaceutical Affairs Act.

To import pharmaceutical ingredients defined as chemical substances under this Act, a person should go 
through the registration and evaluation process.

Monopoly Regulation and Fair Trade Act

Unfair trade practices and anti-competitive behavior of enterprises throughout the process of production facility 
establishment and material purchases are regulated under this Act.

COST

COST
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Cost and Labor 

Status of Biotech Labor Supply

Every year, about 13,000 people including university, college and high school graduates are newly added to 

Korea’s biotech industry, while the industry needs only 3,000–5,000 people additionally. In other words, supply 

exceeds demand by 300 to 400 percent in the biotech labor market and the industry has a sufficient number of 

professionals.

Moreover, the Ministry of Health and Welfare seeks to nurture talent in the biopharmaceutical field, especially 

those who have a master’s degree and has interdisciplinary knowledge as well as hands-on experiences in a 

variety of sectors including technology administration, permission and approval, insurance registration and 

marketing.

Employment Status of Pharmaceutical Industry

As of 2015, about 94,510 people worked in a total of 842 domestic biopharmaceutical companies, which is an 

increase of 4,861 people in 2014. An average of 112.2 people are working in a biopharmaceutical firm.

The occupations in the biopharmaceutical industry include 19,115 office jobs (20.2%), 25,747 sales jobs (27.2%), 

11,057 research jobs (11.7%) and 31,664 operation jobs (33.5%).

Employment Status of Biopharmaceutical Industry (people, %)

Year
2011 2012 2013 2014 2015

Num. Ratio Num. Ratio Num. Ratio Num. Ratio Num. Ratio

Number of 
companies

822 - 738 - 903 - 880 - 842 -

Total Number of 
employees

74,477 100 72,325 100 88,545 100 89,649 100 94,510 100

Office job 14,426 19.37 15,413 19.69 16,598 18.74 17,001 18.96 19,115 20.23

Sales job 24,535 32.94 24,714 31.55 25,889 29.24 25,496 28.44 25,747 27.24

Research job 8,765 11.77 9,888 12.62 10,613 11.99 10,594 11.82 11,057 11.7

Operation job 23,539 31.61 24,966 31.87 28,226 31.88 29,592 33.01 31,664 33.5

Others 3,212 4.31 3,344 4.27 7,219 8.15 6,966 7.77 6,927 7.33

Source: Korea Pharmaceutical Manufacturers Association, 2016

Income Status of Biopharmaceutical Industry

According to the income status of Korea’s biopharmaceutical industry (2016) reported by the Korea Network for 
Occupations and Workers, the average salaries were USD 26,667 for the bottom 25%, USD 32,917 for the middle 
50%, and USD 37,500 for the top 25%.

A worker in the biopharmaceutical industry is defined as a person who conducts trials, analyses, research and 
development to develop new drugs related to the metabolism process, biochemical reactions of enzymes and 
drugs and the biosynthesis process.

Profitability 

Operating Income to Sales of Listed Biopharmaceutical Companies

In 2014, the operating profit of listed biopharmaceutical companies was KRW 1.1 trillion (USD 1 billion), up 
24.9% YoY. The ratio of operating profits stood at 8.6%, up 0.8% YoY.

The profitability of biopharmaceutical companies has significantly improved, as the ratio of operating profits 
started to rebound in 2012 after the constant decline since 2010.

Net Income to Sales of Listed Biopharmaceutical Companies

In 2014, the net income of listed biopharmaceutical companies was KRW 717.7 billion (USD 0.65 billion), down 
22.6% YoY. The net profit margin stood at 5.6%, down 2.6%p YoY.

A variety of factors are at play that undermine the profitability of pharmaceutical companies, including falling 
prices of pharmaceutical drugs due to the government’s price control scheme as well as rising costs.

Management Performances of Top 10 Listed Biopharmaceutical Companies

In 2015, the sales of the top 10 domestic biopharmaceutical companies recorded  approximately USD 6.77 
billion, a dramatic increase of 22.6% compared to the previous year.

The operating profit of the top 10 domestic biopharmaceutical companies was approximately USD 560 million 
(up 45% YoY), while their net income was USD 470 million (up 49.3% YoY).

COST
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SUCCESS CASES 
OF FOREIGN 
INVESTMENT

05
The Korea Research-based Pharma Industry Association (KRPIA) has 41 members of multinational 

pharmaceutical companies that entered Korea. It has made significant progress in terms of the supply of quality 

medical products in Korea and joint overseas expansion and R&D with Korea’s pharmaceutical companies.

Joint Overseas Expansion

Global pharmaceutical companies share experiences of global market entry to cooperate with Korean firms. 

They help Korean firms avoid trials and errors in entering the global market.

Examples of Cooperation in Joint Overseas Expansion 

Representative Cases

Abbott, CTC Bio Inc.
Deals on the copyrights of three incrementally modified drugs 
sold in Asia

Bayer Korea, Dong-A ST Co., Ltd.
Joint market entry of “Tedizolid,” a new antibiotic for super 
bacteria (excluding the US and Europe)

Boehringer Ingelheim Korea, Hanmi Pharmaceutical
Development of new lung cancer drug targeting resistance and 
the contract of the rights to commercialization

GSK Korea, Dong-A Socio Holdings Co., Ltd.
Stock investment and the affiliation of strategic, comprehensive 
businesses

Lilly Korea Ltd., Hanmi Pharmaceutical
Development and commercialization license of therapeutic 
agents for immune disease

Janssen Pharmaceutical, Hanmi Pharmaceutical
Joint development of “new bio drug” for diabetes/obesity; export 
of commercialization technology

MSD, Dong-A ST Co., Ltd.
Joint overseas expansion of “Tedizolid,” a new antibiotic for super 
bacteria (excluding the USA and Europe)

MSD, Hanmi Pharmaceutical
 “COZAAR XQ,” a complex antihypertensive drug; R&D investment 
and export to 50 countries

MSD, Samsung Bioepis
Cooperating global commercialization of multiple Samsung 
biosimilar products

Mundipharma, Genewel 
Cooperating domestic and overseas sale of  “Medifoam,” would 
dressing developed in Korea

SANOFI-AVENTIS KOREA CO., LTD., Hanmi Pharmaceutical
Overseas expansion of “Rovelito,” a new complex drug for 
hypertension and hyperlipidemia

Sanofi Pasteur, SK Chemicals
Joint research and development of protein conjugate vaccine for 
Streptococcus pneumoniae

SANOFI-AVENTIS KOREA CO., LTD.,  Hanmi Pharmaceutical
Technology transfer and development for Pipeline, a new drug 
for persistent diabetes.

SANOFI-AVENTIS KOREA CO., LTD., LG Chem Licensing of “Zemiglo,” an antidiabetic drug, in 70 countries

Zuellig Pharma Korea, Boryung Pharmaceutical Co., Ltd.
Licensing of “Kanarb,” an antihypertensive drug, in 13 Southeast 
Asian countries

Source: 2016 KRPIA annual report, 2016

SUCCESS CASES OF FOREIGN INVESTMENT
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Joint R&D

Global pharmaceutical companies conduct research on new drug with pharmaceutical companies, medical 

institutions, and research centers in Korea. They contribute to improve Korea’s research capability and 

competitiveness on the global stage.

Examples of Cooperation in Joint R&D

Representative Cases

ASTRAZENECA Korea

・Cancer research support program (Korea Health Industry Development Institute)
・Joint research on comprehensive clinical trial with Korean study staff for the first time in Asia
・Supplying chemical synthetic materials to cancer investigators of four Asian countries (Korea, China, Japan, 

and Singapore)
・Joint research on gene mutation in lung cancer tissue
・Joint research and clinical study on lung cancer–related biomarkers

BMS Korea 
Pharmaceutical

・Making Oncology Center of Excellence (OCE) with major domestic cancer research institutions
・Making Master Clinical Trial Agreement with major domestic clinical trial institutions
・��Making production contract on new drug of bio antibody for commerce—producing raw pharmaceutical 

materials and finished drugs of BMS from domestic factory (located in Songdo, Incheon; with Samsung 
Biologics)

GSK Korea

・Development of therapeutic agent for multidrug-resistant tuberculosis (supported by GSK Tres Cantos)
・Joint clinical trial research on new raw materials for cancer drugs with major research institutions
・�Conducting First Trial in Patient study on raw materials for new cancer epigenetics drugs in major research 

institutions
・Making Master Clinical Trial Agreement with major domestic clinical trial institutions

Janssen 
Pharmaceutical

・MOU with the Ministry of Health and Welfare: R&D on severe diseases and infectious diseases for next five 
years (2014–2018), investing USD 80 million in expanding academic exchange programs, etc

Lilly Korea Ltd. 
・Discovering raw materials for drug (with Biotech)
・Partnership with CHORUS, a sub research institution of Lilly, and LSK Global PS, a domestic CRO—

conducting Phase 1 clinical trial on raw materials for new stomach and liver cancer drugs

MSD

・Cooperation on Biosimilar (with Samsung Bioepis)—joint conducting of clinical trial, permission, approval, 
and production
・Operating “Science Ambassador”—looking for joint research opportunity through the world and obtaining 

250 licenses in Asia (2007 to 2011)

Pfizer 
Pharmaceuticals 
Korea Ltd.

・MOU of joint domestic R & D with the Ministry of Health and Welfare
・�Conducting “INSPIRE”—clinical trial partnership (Seoul National University Hospital, Asan Medical Center, 

Samsung Medical Center, Severance Hospital)

SANOFI-AVENTIS 
KOREA CO., LTD. 

・Sharing data of and joint research on analysis of genome of liver cancer patient (with Asan Medical Center).
・Introduction of global post-doctor program (with Asan Medical Center and ANRT)
・Joint research on the next-generation cancer immunotherapeutic agent platform (with Seoul National 

University Hospital and KAIST)
・Joint research on materials for antibiotics that can overcome infection in hospital (gram negative bacterial 

infection) and hepatitis B (with INSTITUT PASTEUR KOREA)
・Operating PREMIER NETWORK, a comprehensive clinical trial cooperating body for new drug—Seoul 

National University Hospital, Asan Medical Center, Samsung Medical Center, Severance Hospital
・Joint research on prevalent diseases among Asians—ANRT, Bioneer, LegoChem Biosciences, PharmAbcine, 

etc

Sanofi Pasteur
Global joint R & D on protein conjugate vaccine for the next-generation Streptococcus pneumoniae (with 
SK Chemicals)

Source: 2016 KRPIA annual report, 2016

RELATED 
COMPANIES AND 
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List of Related Companies 

Top 10 Companies in Production Performance

Name of Company Main Products Website Location

Hanmi Pharmaceutical Antihypertensive drug, etc. www.hanmi.co.kr Gyeonggi-do

Chong Kun Dang Pharma Cancer drug, etc. www.ckdpharm.com Seoul

Daewoong Pharmaceutical Co., 
Ltd.

Therapeutic agent for liver disease, etc. www.daewoong.co.kr Gyeonggi-do

Green Cross Vaccine, blood products, etc. www.greencross.com Gyeonggi-do

Dong-A ST Co., Ltd. Herbal medicine, etc. www.donga-st.com Seoul

JW Pharmaceutical Therapeutic agent for hyperlipidemia www.jw-pharma.co.kr Seoul

Ildong Pharmaceutical Co., Ltd. Antibiotics, etc. www.ildong.com Seoul

CJ HealthCare Therapeutic agent for asthma, pain, etc. www.cjp.co.kr Seoul

Yuhan Co., Ltd. Antihypertensive drug, etc. www.yuhan.co.kr Seoul

Celltrion Inc. Antibody biosimilar www.celltrion.com Incheon

KOSDAQ listed companies

Name of Company Main Product Website Location

ViroMed Co., Ltd. Gene therapeutic agent www.viromed.co.kr Seoul

Bioneer
Gene-related new drug 

(based on siRNA)
www.bioneer.co.kr Daejeon

CrystalGenomics Inc. New drug for osteoarthritis www.crystalgenomics.com Gyeonggi-do

ISU Abxis Co., Ltd. Antibody therapeutic agent www.abxis.com Gyeonggi-do

Genexine, Inc. Antibody therapeutic agent, vaccine www.genexine.com Gyeonggi-do

Intron Biotechnology Antibiotics www.intron.co.kr Gyeonggi-do

LegoChem Biosciences, Inc. Antibody therapeutic agent, antibiotics www.legochembio.com Daejeon

Alteogen Inc. Antibody therapeutic agent www.alteogen.com Daejeon

Corestem Inc. Stem cell therapeutic agent www.corestem.com Gyeonggi-do

Peptron Inc. Peptide drug www.peptron.co.kr Daejeon

Eyegene Inc. Diabetic retinopathy www.eyegene.co.kr Seoul

KANGSTEM BIOTECH Stem cell therapeutic agent www.kangstem.com Seoul

C-TRI Co., Ltd. Peptide drug www.c-tri.co.kr Gyeonggi-do

ANTEROGEN CO., LTD. Stem cell therapeutic agent www.anterogen.com Seoul

Qurient Co., Ltd.
Therapeutic agent for tuberculosis and 

asthma
www.qurient.com Gyeonggi-do

PenGen Biosimilar www.pangen.com Gyeonggi-do

Bioleaders Vaccine for cervical cancer www.bioleaders.co.kr Daejeon

List of Related Associations and Institutions 

Related Associations

Name of Institution Website Main Role

Korea Biotechnology Industry 
Organization

www.koreabio.org
Conducting the center role for R&D and promoting industrialization of 

biopharmaceutical companies of Korea

Korea Pharmaceutical 
Manufacturers Association

www.kpma.or.kr
Conducting activities to promote welfare and protect rights of 

biopharmaceutical companies of Korea

Korea Drug Research 
Association

www.kdra.or.kr
Improving industrial medical technology through importing, providing, etc., 

of advanced technologies of medical R & D

Korea Biomedicine Industry 
Association

www.kobia.kr

Carrying out cooperation activities with the government, such as 
enactment of law, observing policies, carrying out information exchange, 
etc., to improve the national competitiveness of the biopharmaceutical 

industry

Korea Pharmaceutical Traders 
Association

www.kpta.or.kr
Conducting activities to promote import, export and drugs, etc., and 

establish distribution order

Korea Research-based 
Pharmaceutical Industry 

Association
www.kpta.or.kr

Conducting public health cooperating activities in Korea through prompt 
importing of new global drugs, providing advanced technology of global 

companies, and networking

Main Research Institutions

Name of Institution Website Major role

Korea Research Institute of 
Bioscience and Biotechnology

www.kribb.re.kr
Leading development of high-tech BT technology and platform, foundation 

establishment, and technology commercialization

Korea Research Institute of 
Chemical Technology

www.krict.re.kr
Operating chemistry-related complex technology field development, 

distribution of successful cases, and public chemical technology 
infrastructure

Korea Institute of Oriental 
Medicine

www.kiom.re.kr
Preventing and developing treatment to promote people’s health and 

improve quality of life

National Cancer Center www.ncc.re.kr
Conducting cancer research, treatment of cancer patients, support of 
national cancer management business, cancer specialist training, etc

Korea National Enterprise for 
Clinical Trials

www.konect.or.kr Strengthening global competitiveness by advancing the clinical trial base

Institut Pasteur KOREA www.ip-korea.org
Improving bioscience-related research, education, and technology through 

joint research with Institute Pasteur of France or sole research

International Vaccine Institute www.ivi.int
Developing and distributing safe and cheap vaccine to remove pain in 

third-world countries and promote the world’s public health

RELATED COMPANIES AND ASSOCIATIONS
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You want to do business in Korea but don’t know where to start. Where should you turn? Invest Korea.

As the national investment promotion organization of Korea, Invest Korea helps foreign companies 

enter the Korean market. It offers a free one-stop service that includes a wide range of pre-investment, 

investment and post-investment support, with offices located around the world. 

Contact the Invest Korea office nearest you or visit our website (www.investkorea.org)
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