Preface
  Since its successful commercialization, biotechnology has been widely used in medicine and health,
agriculture, food, energy, and environmental protection among other profitable areas, providing effective
protection in terms of people’s safety and health. Furthermore, as technology becomes increasingly
innovated and updated, enormous amount of resources have been invested in R&D by developed countries
worldwide, making biomedical products indispensable to our daily living.
  Since 1982, Taiwan has been promoting biotechnology as a key aspect of national development, and,
to secure its leading position in the area, developmental environment and production technologies for local
biotechnology and pharmaceutical industries are built to accelerate the progress. To properly manage the
resources provided by the government and the joint effort of all involved agencies, the Executive Yuan
approved the Action Plan for Biotechnology Industry in 1995 to reinforce the R&D momentum, perfecting
infrastructure and medicament examination laws concerning local biotech companies while setting
forth development objectives for local biotechnology industry, where biotech incubation, biotech cluster,
international cooperation and industry promotion are highly essential.
  As biotechnology and pharmaceutical industries see their R&D momentum and foundation becoming
more steady and biotech R&D among academic institutions intensifies, operations in biotechnology and
pharmaceutical industries begin to blossom. To further implement the biotech R&D output in manufacturing
areas and accelerate the development launched by the biotech and pharmaceutical industries, the Executive
Yuan approved the Taiwan Biotechnology Take-off Diamond Action Plan in 2008, and in 2013, this plan
underwent revision to become the Taiwan Biotech Industrialization Take-off Action Plan, which covers
pharmaceutical, medical devices and services as key objectives with the expectation of creating successful
businesses in the global market.
  Thanks to the relentless effort over the years, Taiwan’s biotech and pharmaceutical industries are now
expanding as the products launched are now in the post-clinical-testing stage after passing the early clinical
testing phase, and some are now even available for on the market. As a result, investments in the local
biotech and pharmaceutical industries have grown significantly annually. In 2014, investment by the private
sector on local biotech and pharmaceutical industries totaled NT$ 45.8 billion, a 9%-growth when compared
to NT$ 42 billion in 2013, which continues the growing trend since 2008.
  The local biotech and pharmaceutical industries are direct beneficiaries to the growing demand from the
local market as well as the productive oversea marketing efforts as sales in local biotech and pharmaceutical
industries continue to increase. In 2014, Taiwan’s biotech and pharmaceutical industries achieved an overall
sales revenue of NT$ 288.6 billion, a 4.2%-growth compared to 2013. For medical devices, the revenue
reached NT$ 123.2 billion, which consists 42.7% of the total sales of Taiwan’s biotech and pharmaceutical
industries. Pharmaceutical sales achieved NT$ 83.2 billion, while that of applied biotechnologies delivered
NT$ 82.2 billion; the two consist 28.8% and 28.5% of the sales of local biotech and pharmaceutical
industries, respectively.
This brief introduction aims to highlight the updates and investment environment in the local biotech and
pharmaceutical industries, thanks to government’s intense, pro-active promotion programs. It also details
major policies and the incentive measures set by the government for investment opportunities as well as
the optimal investment environment in Taiwan at this time as an effort to attract investment by both local
and international private sectors on R&D, commercial operations and international partnership in the local
biotech and pharmaceutical industries. By taking advantage of the existing biotech and pharmaceutical
industrial cluster, robust environment for development and joint effort by the industry, state, academic
research institutions, industrial development is expected to accelerate and eventually make Taiwan a key
base in R&D and manufacturing for biotech and pharmaceutical industries with the highest quality and
continued innovation.

Director General
Industrial Development Bureau, MOEA
October 2015
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I. Investing in Taiwan’s Biotechnology and
Pharmaceutical Industries
1. Development Environment
1) Global Competitiveness
   According to the latest 2014 Global Competitiveness report from the World Economic Forum (WEF), based on the
“Global Competitiveness Index (GCI)” assessment pillars of basic requirements, efficiency enhancers, and innovation and
sophistication factors, Taiwan ranked 14th overall and 4th in the Asian region, only after Singapore, Hong Kong and Japan.
In terms of “Industrial Cluster Development,” Taiwan ranked first and second, respectively, in 2013 and 2014. In terms of
infrastructure, health and education, and innovation indicators, Taiwan has outstanding performance. Moreover, in the
“Investment Environment Risk Assessment Report” an released by the renowned US-based firm, Business Environment
Risk Intelligence (BERI), Taiwan's investment environment ranked 5th in the world and second in Asia. This shows that
compared to other Asian countries, Taiwan’s economic stability, strong adaptability of its businesses, financial soundness
of its financial institutions, and large foreign exchange reserves are important factors that foreign investors consider when
seeking places for overseas investment.

2) Industrial Environment
   In order to sustain the continued economic growth and competitive advantage of Taiwan, the government has put in
place the required infrastructure and a supporting legal framework to create an environment which is conductive to the
development of high-technology industries. These include policies that encourage R&D investment, high-technology savvy
laws and regulations, abundant and skilled manpower resources, land for industrial use, and access to capital. With such
infrastructure in place, Taiwan is well positioned to become an important gateway for biotechnology and pharmaceutical
industries in Asia.

(1) Geographical Location
   Taiwan is located on the transportation hub in the Asia-Pacific region between Northeast and Southeast Asia. The
country has international airports and harbors with world-class facilities. Besides convenient shipping, import and export
service infrastructure is also strongly developed and plays a pivotal role in the Asian region. In addition, with its close
proximity to the vast market on the Chinese mainland and the opening of direct cross-strait flights in December 2008,
Taiwan’s location offers unique opportunities for entering and expanding business operations into the China market

(2) Peripheral Resources
   In response to the needs of domestic and international companies to invest in building and setting up manufacturing
facilities, the government provides resources such as the following:
(a) Transportation: Convenient land and sea transportation, including international transport centers such as the Taiwan
Taoyuan International Airport, Kaohsiung International Airport, Keelung Harbor, Taipei Harbor, Kaohsiung Harbor and
Taichung Harbor. Domestic transportation includes the Sun Yat Sen Freeway, the Second Northern Highway, the EastWest Expressway, the East-West Cross-Island Highway, the Mass Rapid Transit Systems in Taipei and Kaohsiung, the
High-Speed Rail System and a number of major domestic airports. With such convenient transportation, the efficiency
of the freight logistics industry is high.
(b) Communications: Taiwan already has an optical fiber network in place for high-speed Internet communication.
Telecommunication facilities are complete and convenient, and businesses can communicate around the world at
economical rates. Taiwan's state-of-the-art communication and information network gives it a considerable advantage.
(c) Power: Currently, Taiwan’s main source of electricity comes from thermal power stations power and through nuclear
energy. In the future, Taiwan will actively develop alternate sources of power generation, including hydraulic, wind
power, solar energy, as well as other forms of renewable energy. By diversifying these sources of energy, Taiwan can
increasingly differentiate power sources and their stability. In addition, preferential rates are given for the industrial use
of electricity as a means to promote industrial development.
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(d) Water resources: Water is abundant; there is no shortage of water for industrial and household consumption. Taiwan’s
average annual rainfall is about 2,500mm. To improve water consumption efficiency and stabilize the supply of industrial
and household use water, Taiwan has rolled out the National Land Use Monitoring Program, which requires the periodic
dredging of reservoirs, ecological forest planting, water resources operation and management, etc., as a means to keep
its water supply at a sufficient level, and to conduct reasonable allocation management.
(e) Environmental protection: With the establishment of the government's Environmental Protection Administration (EPA),
the planning and management of environmental protection has been strengthened. Explicit prevention criteria are
stipulated for the management of air pollution, water pollution, noise and waste in compliance with the requirements
of individual environmental protection standards in line with international environmental treaties and organizations to
safeguard citizens’ living quality.
(f) Industrial Parks and Science Parks are located in the northern, central and southern regions of Taiwan.Besides
attracting vendors with their complete infrastructure and construction, each park has developed its own specific
characteristics based on the specific environmental conditions at its respective locations.
(g) High quality talent: The Executive Yuan’s Training and Employment of Technological Manpower Project includes five
major strategies to nurture domestic talent and attract overseas-based professionals; cultivating science and technology
talent in colleges and universities, cultivating industrial technology talent, actively recruiting overseas-based science
and technology talent, promoting talent exchange and use, and constructing a high-quality industry environment.

(3) Abundant Capital
   Taiwan’s foreign exchange reserves ranked 5th in the world (as of May 2015), only after China, Japan, Saudi-Arabia,
and Switzerland, thereby suggesting that there are ample funds available in Taiwan. Coupled with a range of preferential
loans offered by the government, companies are generally well funded. In order to funnel private investment into the
biotechnology and pharmaceutical industries, the government has already taken the lead by directly investing in companies
through the Executive Yuan’s National Development Fund, or by encouraging the venture capital companies that it has
invested in to invest in other domestic companies themselves. This measure has allowed Taiwan-based companies to
receive adequate funding for their research and development or business operations.

(4) Market Potential
   Taiwan is located right in the hub of the Asia Pacific region. From a market standpoint, Taiwan is well placed to enter
the East-Asian market, and in particular holds a strategic position relative to China’s market. Its geographic proximity
to countries such as Japan, South Korea, Singapore, and Malaysia, as well as similar linguistic and cultural resources,
gives Taiwan accessibility advantages to the Asia Pacific market. After signing the Cross-strait Economic Cooperation
Framework Agreement (ECFA) the Cross-Strait Intellectual Property Right Protection Cooperation Agreement in 2010,
through progressive negotiations and gradual elimination of both, tariff and non-tariff barriers, these agreements will
help Taiwan enter China and act as a counter to recent East-Asian regional economic integration and trade liberalization
measures. The market potential and development capacity of Taiwan’s biotechnology and pharmaceutical industries will
continue to grow and expand.

(5) Rules and Regulations
   A sound and comprehensive regulatory system plus intellectual property rights protection are essential key instruments
to develop a strong local life science industrial backbone. Biotechnology and pharmaceutical related regulations include
those focused on medical issues, intellectual property rights, investment credits, and incentive-related laws and regulations.
Pharmaceutical-related laws and regulations include the Pharmaceutical Affairs Act, Good Manufacturing Practice
(GMP) for medical devices and current pharmaceutical Good Manufacturing Practice (cGMP), and the Guide to Good
Manufacturing Practice (GMP) for Medicinal Products by the Pharmaceutical Inspection Convention and Pharmaceutical
Inspection Co-operation Scheme (jointly referred to as PIC/S). Agriculture-related laws and regulations include the Plant
Variety and Plant Seed Act, Regulations for the Field Trial of Transgenic Breeding Livestock (Fowl)/Transgenic Plants,
and the Veterinary Drugs Control Act. Intellectual property rights-related laws and regulations include the Patent Act,
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Government Scientific and Technological Research and Development Results Ownership and Utilization Regulations.
In recent years, the accelerated revision and implementation of Biotechnology and pharmaceuticals related laws and
regulations as well as repeated amendments to the Patent Act is a reflection of the emphasis placed on these industries
by the Taiwan government. In order to promote the development of the biotechnology and pharmaceuticals industries in
Taiwan, the government has epecially incorporated these two industries into the investment credit and incentives-related
regulations, including “the Act for the Development of Biotech and New Pharmaceuticals Industry”, “Statute for Industrial
Innovation”, and “the Regulations Governing Incentive Rewards for Research and Development of Pharmaceutical
Technology” in order to promote domestic biotechnology and pharmaceutical industries. (See Appendix I)

Taiwan’s Biotechnology and Pharmaceutical Industry Policy Promotion
and Implementation Framework
Executive Yuan

Board of Science & Technology

Ministry of Science
and Technology

Ministry of
Education

Council of
Agriculture

Ministry of Health
and Welfare

Academia Sinica
Ministry of Science and
Technology
Ministry of Education

Promotion
Unit
Industrial Development Bureau
(IDB)

Ministry of Education
Affairs

National Development
Council

Ministry of Health
and Welfare

● Food and Drug
Administration (TFDA)
● Centers for Disease
Control
● Center for Drug
Implementation ● Academia Sinica
Evaluation
Unit
● University Departments ● National Health
Research Institutes

Item

● Lead fundamental
and innovative research
as per national
requirements

● Formulation and
implementation of
pharmaceutical policy
and regulations
● Clinical trials
● Public health
● Drug approval

Environmental
Protection Administration

Ministry of Economic Affairs
(MOEA)

Establish
Improve
extensive
investment
R&D system environment

Promote
Revised
industrial
development development
regulations
strategy

Mission of the BPIPO

Promote
international
investment
cooperation

Atomic Energy
Council

● Biotechnology application
research and product
development
● Attract private investment
and industry experts
● Product commercialization
and industrialization

Ministry of
Finance

Council of Agriculture

Directorate General of Budget,
Accounting and Statistics

Ministry of National Defense

● Chung-Shan Institute of ● Public and private
enterprises
Science & Technology
● National Defense
Medical Center

● Radioactive
● Plant seedlings
drug development ● Breeding livestock and fowl
● Aquaculture
● Functional food
● Animal vaccine
● Biological fertilizer
● Biological pesticide
● Agricultural diagnostics

● Defense industry-derived ● Production
● Marketing
science and technology
used in the development of ● Customer service
biotechnology

The Executive Yuan’s One-Stop-Service
Office for Biotechnology Industry

Other
priorities

Regulation
and approval
procedures

Industry

● Council of Agriculture
affiliated units
● Agricultural Technology
Research Institute

● Institute of
● Development Center for
Nuclear Energy
Biotechnology (DCB)
Research
● Industrial Technology
Research Institute (ITRI)
● Medical and Pharmaceutical
Industry Technology and
Development Center (PITDC)
● Food Industry Research and
Development Institute (FIRDI)

Biotechnology & Pharmaceutical Industries
Promotion Office, MOEA (BPIPO)

Promote
key
industries

Atomic Energy
Council

R&D and
applications

Technology
transfer and
commercialization

Investment
promotion
and
incubation

Five major promotion program goals

Biotech service
industry and
industrial
promotion
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3) Biotechnology and Pharmaceutical Related Policies
   In order to strengthen Taiwan’s biotechnology and pharmaceutical industry's global competitiveness, the Executive
Yuan proposed two major developmental blueprints; the Action Plan for the Biotech Industry Development, and the Taiwan
Biotech Take-off Diamond Action Plan. By investing resources and providing policy support, these plans outlined steps
to build an environment for the biotechnology and pharmaceutical industries that are conductive for entrepreneurship,
investment and growth.
   In the “Taiwan Biotechnology Take-off Action Plan”, which was approved in 2013, the main core concept is to
strengthen the commercialization of R&D results by research institutions in the fields of pharmaceutical and medical device
and to utilize Taiwan’s high quality medical management experience to promote a medical management service valueadded output with knowledge-based economy characteristics, as well as to create a biotechnology and pharmaceutical
industry cluster. In addition, the Plan will also establish an integrated incubation mechanism, link Taiwan into global
regulatory practices, continue to strengthen local infrastructure, attract more private investments, assist in the promotion of
pharmaceutical, medical device, and medical management industries, facilitate the creation of more successful businesses
and more innovative services, build up local brand names, expand international markets for Taiwanese products, and
improve Taiwan’s competitiveness on the international stage.
In 2014, under the topic of “Action Plan to Strengthen the Biotechnology Industry and to Head Towards a New BioEconomy Era”, the Executive Yuan held a “Bio Taiwan Committee” (BTC) to discuss the “development of Taiwan’s bioeconomy and its potential industry analysis”. The BTC chose the industrialization of “medicine, medical device, health care
and agricultural biotechnology” as the focus of discussion and also laid out the sustainable development blueprints for
the next phase of “Taiwan Bio-Economic Development Programs”. Using the competitive advantage of building Taiwan's
biotechnology and pharmaceutical industries, bio-economy will become the driving force behind the rapid development of
Taiwan’s overall industries.

Taiwan Biotech Take-off Action Plan - Executive Yuan
Pharmaceuticals, medical devices, healthcare management are the
core promotion aspects

Core Concepts in Promoting Pharmaceuticals and Medical Devices
Basic R&D at Academic
& Research Institutions

Pharmaceuticals/
Medical Devices
Commercialization

Pharmaceuticals/
Medical Devices Clinical
Trials

Industrialization R&D center
builds on upstream R&D
(Ministry of Economic Affairs)

Establishment of Biotech Venture
Capital fund (BVC) to attract private
sector funding, matched with funding
from National Development Fund
-Capital will be available to the industry with the fund
make-up of the BVC being on a 40:60 basis
(government 40%, private sector 60%)

Product Reaches
the Market

-Establish biotechnology and
pharmaceutical preclinical core
platform
-Establish medical device rapid
prototyping center

Supra Integration and Incubation
Center (SI2C) to provide an
integrated service platform
(Ministry of Science and
Technology )
-Provide legal, intellectual property rights, technology, and
operations commercialization services
-Incubation and development of manufacturers’ resources
Hsinchu Biomedical Science Park (medical devices), Southern
Taiwan Science Industry Park) (medical devices), Nankang
National Biotechnology Park (pharmaceuticals), National
Laboratory Animal Center

Foster harmonization with
international regulations
(Ministry of Health and Welfare)

-Establish integrated and transparent product approval processes
-Strengthen product approval efficiency
-Promote harmonization of regional regulations
-Assist in the industry's development
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4) Taiwan’s Biotechnology and Pharmaceutical Industries Advantages and
Opportunities
Advantages:
(1) Has active capital market along with diverse and convenient fund raising channels, beneficial to help pharmaceutical
companies raise capital.
(2) Possesses significant biotechnology R&D energy, research focuses on diseases especially prone to ethnic Chinese,
amend relevant laws and regulations concerning the transfer of R&D results, and accelerate technology transfer to
industries.
(3) Complete biotech incubation mechanism and infrastructure, such as professional biotechnology clustering, providing
vendors with incubation and production.
(4) Local pharmaceutical regulations are complete, including adequate protection of intellectual property rights. In
addition,the government has set up dedicated units, such as the Center for Drug Evaluation, to establish a regulatory
environment that is geared to international standards and which also serves with the capacity of a counseling function..
(5) Compared to other Asia Pacific countries, Taiwan has a well-developed, high-quality, and highly-regarded clinical
trial infrastructure, capable of performing multi-national multi-center clinical trials. Taiwan is a preferred location and
has become an active partner in the clinical trials of many of the world's largest and leading pharmaceutical companies.
(6) Since January 2013, Taiwan has been a PIC/S member and has been actively promoting PIC/S GMP international
norms, which are to be fully implemented by January 2015. This will enhance the industry’s manufacturing specifications
and capabilities, and allow smoother transitional access into global markets.
(7) Taiwan is located in the transportation hub of the Asia Pacific region and is an ideally situated jumping block to enter the
emerging Asian markets as well as to develop advanced products for these markets.
(8) Has an abundance of fundamental biotech R&D talent as well as senior Chinese biotech talent who are familiar with the
European and American market operations and have run successful businesses overseas, and are now returning to
Taiwan to set up new business ventures over here.
(9) Taiwan’s specific location and climate can be utilized to develop subtropical agricultural biotechnology, creating clear
market segmentation for its products compared to other advanced countries in temperate climates.
(10) Very advanced in traditional agricultural technology. This can be the foundation of a strong agricultural biotechnology
industry.

Opportunities:
(1) Emerging countries of Asia have just begun to build up their medical infrastructure. As living standards rise, the demand
for medical care in such countries will also increase, thereby presenting significant opportunities, particularly in the
Chinese market.
(2) There is a huge Chinese population which is in dire need of geo-ethnic products and technologies especially geared
toward Chinese-specific diseases.
(3) Significant improvement in cross-strait political relations together with direct cross-strait flights makes trading between
Taiwan and China even more convenient. Taiwan is well placed to become the bridge between the two cross-strait
nations and the global biotechnology and pharmaceutical community for collaborative development.
(4) Taiwan’s electronics and IT industry is well developed and has an excellent product manufacturing capability that can be
integrated with any related technologies to develop high-quality biotechnology and pharmaceutical products.
(5) With the world heading towards an aging society and medical construction in the emerging countries, enormous
business opportunities in pharmaceuticals and medical services will come forward.
(6) Taiwan has excellent engineering and precision manufacturing capabilities as well as good process management. Local
manufacturers are well positioned to secure production contracts from abroad.
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5) Future Development Goals
   As Taiwan's biotechnology and pharmaceutical industries continue to blossom and with its turnover growing steadily,
levels of investment are also increasing, both from domestic and international sources. In additional to the measures put
in place with the Taiwan Biotech Industrialization Take-off Action Plan, the government will use all the policy instruments
at its disposal to assist in the further development of these industries. These include concessions for land tax and other
levies, awarding R&D grants and low-interest loans, policies to encourage domestic and foreign investment in the sector,
policies to assist factories to raise funds for both research and operational use. In the meantime, extra attention will be put
into the identification and development of flagship companies developing product features, and establishing an improved
international awareness of Taiwan’s brand with the aim of increasing the global market share of Taiwanese products.

Strategy Of Biotechnology And Pharmaceutical Industries

Add value to
the industry

Biotechnology and
pharmaceutical industries

Double up
investments

Development
direction

Development of
specialty products

Set up flagship
companies

Expand investments

A solid
strategy

● Development of new
drugs
● Development of specialty
generics
● Promote high-end medical
device industry, develop
Class II and above medical
device niche products, such
as digital X-ray, dialysis
equipment, etc.

● Encourage domestic
manufacturers to integrate
and acquire complete
product lines and expand
their scale of operations
● Cultivate industry leaders,
drive industrial development
using brand or channel
advantages
● Strengthen counseling
services for pharmaceutical
products launched in
foreign markets
● Strengthen the operation
and cooperation of foreign
channels, increase the
proportion of its exports

● Utilize policy/regulatory
support to help develop the
biotechnology and
pharmaceutical industries,
facilitate the establishment
of new companies and
expand the scale of their
operations
● Strengthen the introduction
of external resources, attract
technical collaboration with
multinational firms, promote
venture capital seed funds
and overseas Chinese
investments in the
biotechnology and
pharmaceutical industries
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2. Overview of Taiwan’s Biotechnology and Pharmaceutical Industries
Development
1) Definition and scope
   Taiwan uses a relatively broad definition of 'biotechnology and pharmaceuticals', covering three major sectors; the
applied biotechnology sector, the pharmaceutical sector, and the medical device sector.

Biotechnology and Pharmaceuticals

Applied Biotechnology
Sector

Pharmaceutical Sector

Medical Device Sector

Food biotechnology

Western medicine

In-vitro diagnostics medical devices

Agricultural biotechnology

Active pharmaceutical ingredients
(API)

Assistive and compensation medical devices

Specialty chemical biotechnology
Environmental biotechnology
Contract biotech services

Traditional Chinese medicine
Biologics

Surgical and therapeutic medical devices
Diagnostic and monitoring medical devices
Prevention and health promotion devices
Miscellaneous medical devices
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2) Industry facts and figures
   Starting in 1982, the Executive Yuan branch of the government began including biotechnology as one of the eight
major technological industries chosen for special developmental attention, a clear recognition of its importance to the
national interest. Since then, the government has implemented many measures to integrate domestic resources better
with the aim to accelerate the development of the industry further. These include major milestones such as establishing
biotechnology R&D institution foundations, building biotechnology parks and incubation centers, expediting the passing of
the Act for the Development of Biotech and New Pharmaceuticals Industry, promulgating the Enacting Action Programs
and updating and improving regulations to accelerate the development of Taiwan’s biotechnology and pharmaceutical
industries. (See Appendix II)
   Taiwan’s biotechnology and pharmaceutical industries have benefited from the increased demand in the domestic
biotechnology and pharmaceutical markets as well as the successful placement in foreign markets, leading to continuous
growth in revenue In 2014, the revenue of Taiwan’s biotechnology and pharmaceutical industries amounted to US$9,503
million, about 4.2% growth over 2013. Of this, medical device was the largest sub-sector within Taiwan’s biotechnology
and pharmaceutical industries, with revenue of US$4,138 million in 2014, accounting for 42.7% of the total revenue of
the biotechnology and pharmaceutical industries. The pharmaceutical industry’s revenue amounted to US$2,740 million,
while the revenue for the applied biotechnology industry amounted to US$2,707 million. Among these two, each industry
represented 28.8% and 28.5%, respectively, of the biotechnology and pharmaceutical industry’s total revenue. In 2014,
the number of firms in the biotechnology and pharmaceutical industries totaled 1,631 and employed 73,769 persons.
The export value increased from US$3,289 million in 2013 to US$3,365 million in 2014. The import value also increased
from US$7,027 million in 2013 to US$6,961 in 2014. The increase in revenue and import value has driven the growth of
the domestic market. In 2014, the domestic market demand in the biotechnology and pharmaceutical industries reached
US$13,099 million.

2013~2014 Status of Taiwan’s Biotechnology and
Pharmaceutical Industries
Unit: US$ million

Industry Type

Applied Biotechnology

Pharmaceuticals

Medical Devices

Total

Year

2013

2014

2013

2014

2013

2014

2013

2014

Revenue

2,627

2,707

2,768

2,740

3,907

4,138

9,301

9,503

490

500

350

350

761

781

1,601

1,631

Personnel

17,540

18,340

19,000

19,000

35,040

36,429

71,580

73,769

Export Value

1,004

1,027

658

649

1,626

1,689

3,289

3,365

Import Value

1,663

1,847

3,332

3,290

2,032

2,025

7,027

6,961

Import : Export

62:38

62:38

76:24

76:24

58:42

58:42

65:35

65:35

Domestic Market Demand

3,285

3,326

5,442

5,381

4,313

4,393

13,040

13,099

No. of companies

Data Source: Biotechnology Industry in Taiwan 2015, MOEA. (2013 rate: US$:NT$=1:29.770; 2014 rate: US$:NT$=1:30.368)
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II. Basic environment of Taiwan's biotechnology
and pharmaceutical industries
   The biotechnology and pharmaceutical industries are highly-professional knowledge-based industries with meticulous
division of labor. Sustained R&D funding and specialized talent from various fields is required, and only when coupled
with ample capital can new, innovative companies be formed. By utilizing the incubator startup development approach
and by cultivating biotechnology and pharmaceutical-focused industry clusters, the upstream, midstream and downstream
research can be integrated better, thereby stimulating sustained growth from the discovery stage right through to the
commercialization phase. The following describes the basic environment in Taiwan in terms of R&D, investment, talent
cultivation, incubation and clustering.

1.Research and Development
   Biotechnology is a highly regulated industry; all products developed in the laboratory, taken through clinical trials, or
mass produced at factory scale are subject to strict regulations and management criteria. For start-up companies in this
industry, it is often beyond their reach to establish R&D facilities which comply with such regulations. In response to a lack
of funds to develop such facilities, a number of government agencies including the Ministry of Science and Technology, the
Ministry of Economic Affairs, the Ministry of Health and Welfare, and the Council of Agriculture, have established their own
research and testing facilities that can be used by such start-up companies. Such facilities do not merely enable companies
to jumpstart their product development and cut investment and operational costs, but also reduce spending across the
industry of repeated and redundant facilities. The following summarizes the focus of the key government agencies that are
facilitating this research and development in the life science branches in Taiwan:

1) Ministry of Science and Technology (MOST)
   The Ministry of Science and Technology is the government’s most important institution for planning and promoting
science and technology development. Its mandate is to promote Taiwan’s overall science and technology development,
support academic research, and develop science and industrial parks. In recent years, to funnel R&D energy towards
industrialization and drive cooperation between industry and academia, MOST has proposed several innovative
measures to encourage such cooperation, including the establishment of a resource center under the Biotechnology &
Pharmaceutical National Sci-Tech Program, supporting the technical service and counseling needed for new domestic
drugs, gene identification, diagnostic reagents, and medical instruments. These measures will help to facilitate the technical
development of the biotechnology and pharmaceutical industries and to enhance Taiwan’s academic and industrial global
competitiveness.

2) Ministry of Economic Affairs (MOEA)
   By assisting research institutions to construct software and hardware facilities, including core laboratory equipment,
information and technology platforms, related testing and certification facilities, and to pilot manufacturing plants, the
MOEA seeks to enhance Taiwan’s overall technological capabilities, and support infrastructure for vital, innovative and
forward-looking key technologies. Furthermore, to reinforce the industrialization of upstream R&D results, the MOEA
encourages domestic manufacturers to invest in product development through technology development programs, industry
and investment counseling programs, investment incentives, and other opportunistic mechanisms. The MOEA also assists
domestic manufacturers in their global market expansion.

3) Ministry of Health and Welfare (MOHW)
   As Taiwan’s clinical trial system gradually improves, the number of clinical trial cases performed by domestic medical
institutions has increased year by year, thereby proving that Taiwan has the capability to perform such clinical trials while
the quality of the trials is gaining increased international recognition. Taiwan's Food and Drug Administration, part of the
Ministry of Health and Welfare, announced shortening the investigational time period of 2010's Investigation Procedure for
the Multi-country and Multi-center Pharmaceuticals Clinic Trial Project. This amendment facilitates Taiwanese participation
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in early-stage multi-national, multi-site clinical trials. In addition, the Ministry of Health and Welfare will set up an
international health industry think-tank and an international health industry market intelligence database to analyze the
current situation of the health industry in other countries and marketing strategies, to observe the barriers to Taiwan’s
international health industry from entering the global market, promotion models and practices, and help domestic health
industry vendors in their global planning and marketing strategy.

4) Council of Agriculture (COA)
   In order to integrate and expand the energy in Taiwan’s agricultural biotechnology R&D as well as to implement
the commercialization of R&D results, the Executive Yuan approved the “Development Program of Industrialization for
Agricultural Biotechnology” in 2008. Through agricultural biotechnology industrialization programs and related projects, the
Council of Agriculture integrates industrial and academical research and development capabilities and assists them with
agricultural technology and product development in the areas of animal and plant seeds, vaccines, drugs, detection and
diagnosis, biological fertilizer and pesticides, transgenic animals and plants. The Council also stipulates agriculture-related
laws and regulations, and promotes the rapid commercialization and industrialization of any R&D results. The Agricultural
Technology Research Institute (ATRI) was founded in January 2014 by the Council to accelerate the commercial use of
agricultural technology discoveries, to establish the mass production techniques applicable to agriculture, to strengthen
the protection of agriculture-derived IP, to promote the added value of scientific discoveries, and to develop effective global
market strategies for Taiwan's agricultural-derived products.

2. Investment
   Sufficient funding is the cornerstone for robust industrial development. The following is an overview of the status of
government and private sector investments in Taiwan’s biotechnology and pharmaceutical industries:

1) Government Investment
   As of December 31, 2014, the Executive Yuan National Development Fund has invested in 13 biotechnology and
pharmaceutical companies with an actual investment amount of NT$4.644 billion, representing 12.13% of the Executive
Yuan National Development Fund’s total accumulated investment amount of NT$38.297 billion invested in reinvestment
enterprises; re-invested in 22 biotechnology and pharmaceutical related venture capital firms with an approved
investment amount of NT$6.074 billion, representing 41.93% of the Executive Yuan National Development Fund’s totally
accumulated investment amount of NT$14.487 billion invested in venture capital establishments; the Executive Yuan
National Development Fund’s total investment in venture capital establishment’s reinvestments in the biotechnology
and pharmaceutical industries amounted to NT$22.888 billion, representing 64.29% of the Executive Yuan National
Development Fund’s venture capital establishments reinvestment balance of NT$35.597 billion. Moreover, through “The
Implementation Project for Strengthening Investment in SMEs”, the Ministry of Economic Affairs Small and Medium
Enterprise Administration was commissioned to handle the investments in 59 biotechnology and pharmaceutical
companies with an investment amount of NT$4.959 billion. Of this, investments from private venture capital establishments
totaled NT$2.484 billion while the Executive Yuan National Development Fund invested NT$2.475 billion. Looking toward a
bright future, the National Development Fund will continue to invest in venture capital firms and in small- and medium-sized
enterprise implementation programs, and will continue to provide biotechnology and pharmaceutical manufacturers with the
funds they require for their operation and development. In addition, through the Taiwan Biotech Industrialization Take-off
Action Plan, the National Development Fund intends to establish its own biotechnology and pharmaceutical venture capital
funds and work with large offshore funds to bring in global financial resources in order to enable domestic manufacturers
enter the global marketplace with improved financial conditions.

2) Private Investment
   After several years of development, the scale of Taiwan’s biotechnology and pharmaceutical industries has gradually
expanded. Research and development has moved from early-stage to late-stage clinical trials, and even into the product
launch and sales stages. This has increased Taiwan’s investments in the biotechnology industry year by year while the
general number of investment cases has grown more than ever before. In 2014, private investments in the biotechnology
industry had already reached NT$45.827 billion, more than 9% over the investments in 2013, which totaled NT$42.035,

11

12 2016

Introduction to Biotechnology & Pharmaceutical
Industries in Taiwan, Rep. of China.

thereby maintaining a long-term growth trend since 2008. In addition, in recent years, large-scale investments in
biotechnology and pharmaceuticals from the private sector have become a trend, including productivity expansion,
high value-added product investment, and innovative upgrading, which clearly illustrates that the biotechnology and
pharmaceutical industries have undergone years of development. This is an obvious reflection of how discoveries which
have gone through years of development are finally beginning to reach the commercialization stage; a stage which requires
a larger scale of investment than ever before. Moreover, as of the end of June 2015, there are 87 biotechnology and new
pharmaceutical companies in Taiwan that have met the review criteria under the Act For The Development Of Biotech And
New Pharmaceutical Industry, with the introduction of 209 new medicines. Of these firms, 38 have now been listed on
Taiwan's public stock markets. If future investments can continue to focus on these industries, it will help to accelerate the
commercialization and internationalization of Taiwan’s biotechnology and pharmaceutical industries as well as repute its
global recognition and competitiveness.

3. Human Resources
   The biotechnology and pharmaceutical industries are knowledge-intensive industries that are highly regulated and
require large R&D investments. From upstream product development to midstream manufacturing to downstream marketing
channels, with intellectual property rights, legal issues, business negotiation skills and several other cross-disciplinary
elements involved, it is important to include the involvement of professional experts to smoothly operate the industry
value chain and drive its sustainable development. Therefore, during the product development stage of biotechnology and
pharmaceutical products, innovative and professional talent is needed for continued research and development in the
product pipeline. As the company expands, management, financial, legal/patents, production, international marketing, and
other well-educated and experienced business professionals need to be hired to handle fund raising, product authorization,
and the execution of clinical trials and other similar programs.
To actively cultivate biotechnology talent, the government has used various policy resources to help foster industry
professionals, such as the MOEA’s “Multi-Disciplinary Training Program for Senior Personnel in Technology Management”
and the “R&D Management and Business Strategy Professional Training Program”. Since 2013, the Board of Science and
Technology Office has promoted the “Biotechnology High Level Training and Employment Program” to assist Taiwanese
manufacturers to cultivate multi-disciplinary high level talented staff and to link up with the industry through academic and
research institutions, thereby advancing the development of the biotechnology and pharmaceutical industries.

4. Incubation
   Taiwan’s biotechnology and pharmaceutical industries are made up mainly of small- and medium-sized enterprises
(SMEs). In order to strengthen the industry’s innovative environment, the government has been active in setting up
business incubation centers. As of the end of 2014, there are 130 incubation centers nationwide, focused mainly in
the fields of information and electronics, medical biotechnology and mechanical engineering. The Small and Medium
Enterprise Division of the Ministry of Economic Affairs, has as one of its goals the optimization of incubation centers and
the assessment mechanism, and aims to guide incubation centers to develop their own characteristics. In addition, it aims
to upgrade such centers from incubators to accelerators, and to build and strengthen the local network of such incubation
centers, with the long-term aim of expanding this network, and widening its scope from coaching companies at the
incubator stage to coaching small- and medium-sized enterprises as well.
In addition, to promote an integrated incubator mechanism so that Taiwan’s biotechnology and pharmaceutical
industries can align to the requirements of international markets faster, in 2011, the Taiwan Supra Integration and
2
Incubation Center (Si C) was formally established. With “Branding Taiwan” as its goal, the Supra Integration and Incubation
2
Center (Si C) is tasked with the following 4 main goals: implementation and assessment of the biotech R&D value chain,
screening of biotechnology and pharmaceutical cases and incubation counseling, integration of regional resources,
and supporting the planning of parks and its operations. In addition, the center provides domestic companies with the
funding needed during each stage of development, as well as legal, intellectual property rights, technical, and operational,
assistance and counseling. It is also committed to improve Taiwan's capabilities in the translational research phase of the
drug development chain.
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5. Industry Clusters
   The formation of industry clusters is beneficial to share resources and information, as well as to accelerate its development.
Based on local characteristics, Taiwan’s government has plans to set up biotechnology and pharmaceutical clusters throughout the
country. The following briefly describes these clusters according to their geographical area.

1) Northern Taiwan (Taipei, Hsinchu)
The main parks in northern Taiwan include the Nankang Biotechnology Park and the Hsinchu Biomedical Science Park. The
Nankang Biotechnology Park includes the Nankang Biotech Plaza in the Nankang Software Park, and the National Biotech Park.
The Nankang Biotechnology Building is the site for domestic biotechnology and pharmaceutical R&D companies. As of March
2015, tenants include manufacturers in new drug development, food biotechnology, medical testing, agricultural biotechnology,
special biotechnology, and biotechnology services, amounting to a total of 58 biotechnological and pharmaceutical manufacturers
as well as scientific and research institutions. In addition, the Academia Sinica and the Ministry of Economic Affairs’ Small and
Medium Enterprise Administration have also set up a dedicated biotechnology incubation center to assist the incubation of new
start-up companies.
The “National Biotechnology Research Park” mainly conducts core theme research in biomedical translation and chemical
biology, including advocating support for biotechnological new drugs, new reagents, and the development of new vaccines.
The Park is expected to be completed in 2016 and hopes to join the R&D results from Academia Sinica with inter-disciplinary
teams within the Park. R&D results will focus on new biotechnological drug development and be linked to existing medical center
research results in the greater Taipei area and clinical trial energy in order to expand the cluster effect around biotechnology and
pharmaceuticals. This emphasis is expected to boost Taiwan's standing in drug development once the park is up and running.
The Hsinchu Biomedical Science Park establishes the Hsinchu Biomedical Science Park Hospital, the Biotech R&D Center,
and the Industry and Incubator Center as its core facilities. The Park has been actively introducing internationally-renowned
biomedical manufacturers and research units, and has been collaborating closely with existing IT industry manufacturers from
the Hsinchu Science-based Industrial Park, the Industrial Technology Research Institute (ITRI), the National Health Research
Institutes (NHRI) and the nearby National Tsing Hua and Chiao Tung Universities. It is expected that the magnetic effect, along
with the sharing of resources will result in the formation of a new life science cluster, thereby creating a leader in the development
of new drugs and high-end medical devices in Taiwan.

2) Central Taiwan (Taichung, Changhua, Yunlin, Nantou)
The Central Taiwan Science Park includes five sites; including the Taichung Science Park, the Houli Science Park, the Huwei
Science Park, the still-to-be-completed Erlin Science Park, and the Advanced Research Park. The Central Taiwan Science Park
is reminiscent of the original characteristics of the industries in Central Taiwan, and links to the Hsinchu and Southern Taiwan
Science Parks, forming an industrial innovative corridor in Western Taiwan. The Central Science Park will focus on nanometer
precision machinery, nano-materials, biotechnology, telecommunications, optoelectronics and integrated circuits, and green
energy. The intention is to create niche high-tech industry clusters in Central Taiwan in order to develop high value-added, hightech-intensive industries.

3) Southern Taiwan (Tainan, Kaohsiung, Pingtung)
The Taiwan Orchid Plantation, located in Tainan City, was established as a marketing-oriented, high quality, and sustainable
managed orchid development facility. In addition to assist intellectual property registration and protection for orchid strains and
orchid-related technology, the plantation holds large-scale exhibitions matching buyers and sellers. With a focus on international
marketing and brand building, the plantation aims to become an international exchange platform for global research and
development, market information exchange and marketing channel facilitation.
The Agricultural Biotechnology Park is located in Pingtung County and aims to attract agricultural biotechnology companies
to create industry clusters with an agricultural background. The focus of the park is the development of agricultural science and
technology, innovation, manufacturing, marketing, and a sound emphasis on sustainable agricultural management practices.
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Planned within the Park include the Longteng Building and the Huyuev Hall Biotechnology Standard Plants, dedicated
to animal vaccine production plants, and the Asia-Pacific Operation Center for Aquaculture, which have been completed
and are already in use. Tenants of the park work with the various research institutes and experimental stations under
the Council of Agriculture as well as with R&D support from more than 30 local colleges and universities. With a number
of distinctive agricultural biotech products already having been created, the Agricultural Biotechnology Park can be
considered to be one of the world's few unique agricultural biotechnology industry clusters.
   The Southern Taiwan Science Park is comprised of the Tainan and Kaohsiung Park, of which the Kaohsiung Science
Park has established a special biotechnology and pharmaceutical zone for companies to work in the innovation and
development of medical device products, including advanced dental devices, advanced orthopedic devices, medical alloys,
medical cosmetics and other medical devices with viable market potential. With R&D centers set up in the park by the
National Taiwan University, the National Cheng Kung University, the National Yang-Ming University, the Metal Research
& Development Center and 11 other academic and research institutes, the life science industry clusters in the Southern
Taiwan Science Park have become well established..
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III. Organizations Providing Investment Assistance
1. Biotechnology and Pharmaceutical Industries Promotion Office, MOEA
1) History
   In view of the need for a cross-ministrial unit to promote the development of Taiwan's biotechnology and
pharmaceutical industries, the Executive Yuan set up the Biotechnology & Pharmaceutical Industries Promotion Office,
MOEA, and Establishment Guidelines in November 1995. In February 1996, the Biotechnology & Pharmaceutical Industries
Promotion Office, the MOEA was formally established. The goals of this office were to promote and implement the
governmental development policy as well as to act as a communicating, coordinating, and integrating instrument between
the various governmental ministries involved in this field. In November 2001, the Executive Yuan approved its renaming
as the Biotechnology and Pharmaceutical Industries Program Office, MOEA. In response to the consensus reached
by the Economic Development Advisory Conference, the Executive Yuan’s One-Stop-Service Office for Biotechnology
Industry was established in December 2001 to develop any related consulting services, and to build up a developmental
environment for the life sciences. On December, 2011, due to the Executive Yuan’s reengineering and changes in the
status of Taiwan's biotechnology and pharmaceutical industries, the office was renamed as the Biotechnology and
Pharmaceutical Industries Promotion Office, MOEA (BPIPO).
   The BPIPO is headed by the Director General of the Industrial Development Bureau under the Ministry of Economic
Affairs, and consists of governmental agencies from the Board of Science and Technology (Executive Yuan), the Ministry
of Health and Welfare, the Environmental Protection Administration, the National Development Council, the Ministry of
Science and Technology, the Council of Agriculture, and the National Development Fund, as well as the Department
of Industrial Technology, the Intellectual Property Office, and representatives from various major research institutions,
the business community, academia and industry. The BPIPO is dedicated to its role as a communication window
and information exchange portal for domestic and foreign industries, and is actively involved in promoting industrial
investment and integration to unplug any possible developmental bottlenecks. In addition, it is committed to accelerate
the development of a vibrant local life science industry and to promote Taiwan as an R&D, manufacturing and operations
center in the Asia Pacific region, with the long-term aim of becoming a global logistics manufacturing center.

2) Main Responsibilities
● Coordinate relevant ministries in promoting key projects and development
● Coordinate relevant ministries in establishing a complete R&D cycle
● Guide relevant ministries in improving the conditions for domestic investment and development
environment
● Coordinate relevant ministries, research institutions, academic institutions, and public and private
enterprises in promoting industrial development strategies and planning, and facilitating the transfer of
research results to the industry
● Coordinate relevant ministries in amending or clearly stipulating legal regulations
● Promote international cooperation and investment, and assist domestic and foreign enterprises to make
Taiwan their R&D, manufacturing and operations center
● Handle business and operations related to the Executive Yuan’s One-Stop-Service Office for Biotechnology Industry
● Promote any other important items related to the development of the biotechnology and pharmaceutical
industriess
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3) Organizational Structure

The Biotechnology and Pharmaceutical
Industries Promotion Office, MOEA (BPIPO)
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Convener : Director General, Industrial
Development Bureau

Director

Applied
Biotechnology
Industry
Section

Pharmaceutical
Industry
Section

Medical
Device
Section

Strategic
Planning
Section

Integrated
Services
Section

4) Business Scope
(1) Applied Biotechnology Industry Section, Pharmaceutical Industry Section, Medical
Device Section:
(a) Promote investments for the applied biotech, pharmaceuticals, and medical device industries.
(b) Assist in convening technical seminars, investment seminars, and new product launchings.
(c) Assist in product development, commercialize R&D results, and technology transfer.
(d) Assist domestic and foreign enterprises in the assessment of investment cases and provide counseling services.
(e) Promote and plan international industry forums and conventions, and facilitate opportunities for exchange and
cooperation with domestic and foreign organizations.
(f) Foster strategic alliance building and technical cooperation between major international and domestic entities.

(2) Strategic Planning Section:
(a) Survey the current state of the domestic and international industry environment, and collect information about
Taiwan’s companies.
(b) Publicize Taiwan’s biotechnology and pharmaceutical industry’s promotion policy.
(c) Facilitate the establishment of innovative R&D in Taiwan and encourage commercialization of R&D results.
(d) Assist the government in planning industrial promotional activities and development strategies.
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(3) Integrated Services Section:
(a) Project planning and management.
(b) Information networking, administrative support and management.
(c) Assist in the planning of domestic biotechnology and pharmaceutical exhibitions.

2. The Executive Yuan’s One-Stop-Service Office for Biotechnology Industry
1) Origin
   According to a consensus from the Industry Group of the Economic Development Advisory Conference in August
2001, the Executive Yuan’s One-Stop-Service Office for Biotechnology Industry was established. The aim of this office is to
reduce the number of obstacles hindering the development of Taiwan’s biotechnology and pharmaceutical industries and to
enhance its overall global industrial competitiveness. The organization provides consulting services, promotional activities,
coordination and assistance work and aims to create an optimal developmental environment for the life science industries
and intends to do this by integrating the resources of academic and research institutions. The long-term goal of this office
is to assist Taiwan in safeguarding a relevant market share in the global biotechnology development and commercialization
value chain.

2) Objective
   The Executive Yuan’s One-Stop-Service Office for Biotechnology Industry is responsible for resolving any matters
related to drug approval and other regulatory affairs, R&D and research applications, technology transfer and product
commercialization, personnel training and recruitment, investment promotion and transnational cooperation, as well as
providing market information and services related to the biotechnological and pharmaceutical industries. The organization
provides companies with a full range of services to enhance their international competitiveness.
   The Executive Yuan’s One-Stop-Service Office for Biotechnology Industry acts as an administrative window to reduce
the obstacles businesses sometimes encounter when dealing with government agencies by simplifying the application
procedures.

3) Organizational Structure
   The Executive Yuan’s One-Stop-Service Office for Biotechnology Industry is headed by the Director General of the
Industrial Development Bureau, with the Biotechnology and Pharmaceutical Industries Promotion Office. The MOEA is
responsible for the administrative operation of this window. The organization’s main function is to integrate the various
government resources and coordinate with relevant ministries and commissions, so that companies can receive quick,
convenient service to resolve any issues they might be dealing with..

2016 Introduction to Biotechnology & Pharmaceutical
Industries in Taiwan, Rep. of China.

The Executive Yuan’s One-Stop-Service Office
for Biotechnology Industry Operation Flow Chart
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4) Business Scope
(1) Coordination and assistance in drug approval and other regulatory issues, R&D and its applications, technology
transfer and its commercialization, personnel training and recruitment, investment promotion and cooperation, as
well as market information and services.
(2) Provide development policies, information on incentives, and consultation on application procedures.
(3) Assist in technology development, technology licensing.
(4) Assist in investment plan fund-raising, organizing investment seminars for domestic and overseas companies
investing in Taiwan.
(5) Provide information services to assist companies in setting up operations, forming management teams, acquiring
land, and setting up manufacturing facilities.
(6) Provide consulting services for manufacturing, marketing, strategic alliances, and stock listing (IPO).
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IV. Investment Incentives and Loans
1. Investment Incentives
   Investment incentives provided to the biotechnology and pharmaceutical companies, both local and foreign, include
tax incentives, research and development subsidies, low-interest loans, access to the National Development Fund,
and stock listing (IPO) assistance. Details on such investment incentives can be found on the Industrial Development
Bureau’s website at http://www.moeaidb.gov.tw. Tax incentives include the Act for the Development of Biotech and New
Pharmaceuticals Industry and the Statute for Industrial Innovation, of which a summary will be presented here below

1) Tax Incentives
※ Act For The Development Of Biotech And New Pharmaceuticals Industry:
Encourage biotech and new pharmaceutical companies that have received their biotech and new pharmaceutical company
approval letter from the MOEA.
(Note: The term 'biotech and new pharmaceutical companies' where used in these regulations includes medical device
companies)

(1) Research and Development Incentives

(a) Biotech and new pharmaceutical companies may offset up to 35% of their expenses for any R&D of new biotech and
pharmaceutical products or technology against any enterprise income tax over a period of five years; in addition, if any
R&D spending for the year exceeds the average R&D budget of the previous two years, 50% of the excessive amount
can be offset
(b) Up to 35% of any expenses spent on commissioning domestic universities, colleges or research institutions, or hiring
full time teachers from domestic universities, colleges or researchers from research institutions, or commissioning
domestic pharmaceutical R&D service companies on the reference list provided by the Industrial Development Bureau
to engage in the research and development of any new drugs or in any pre-clinical or clinical trials, may be offset
against any company income tax.
(c) Up to 35% of any expenses spent on commissioning domestic universities, colleges or research institutions, or hiring
full time teachers from domestic universities or colleges or researchers from research institutions, or commissioning
foreign pharmaceutical R&D service companies to perform any pre-clinical and clinical trials in order to market
any new drugs and has been applied as a special project and approved by the MOEA, may be offset against any
enterprise income tax.

(2) Personnel Training Incentives
  Biotech and new pharmaceutical companies may offset up to 35% of any expenses spent on training employees,
applying for or assigning to participate in training activities related to the company’s R&D of any new drugs, or to the
business of high-end medical devices, against any enterprise income tax over a period of five years; in addition, if the
spending for personnel training for the year exceeds the average personnel training budget of the previous two years, 50%
of the excessive amount can be offset.

(3) Shareholders' Investment Tax Credit
  A profit-seeking enterprise that has been a registered shareholder of a biotech and new pharmaceuticals company for
a period of three years or more, may, for a period of five years from the time it is subject to any corporate income tax, enjoy
a reduction in its corporate income tax payable for up to 20% of the total amount of price paid for the subscription of shares
in such a company. If the profit-seeking enterprise is a venture capital company (VC), such corporate shareholders may, for
a period of five years from the fourth anniversary of the date on which the VC company became a registered shareholder of
the subject company, enjoy a reduction in their corporate income tax payable based on the total deductible amount enjoyed
by the VC company and the shareholders' respective shareholdings in the VC company.
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(4) Tax Deferral for Technology Shares
  Technology shares obtained by high-level professionals of biotech and new pharmaceutical companies and technology
investors are neither included nor taxed in the high-level professional or technology investor’s annual consolidated income
or the amount of the profit-seeking enterprise income. Only when the actual transfer occurs, the income will be calculated
at current prices. After deducting costs, the income will be included and taxed in the annual consolidated income or in the
amount of the profit-seeking enterprise income.

(5) Tax Deferral on Stock Options
  Stock options of biotech and new pharmaceuticals companies obtained by high-level professionals or technology
investors are non-transferable. In the year the stock is obtained and transferred, its income is included and taxed in the
annual consolidated income or the amount of the profit-seeking enterprise income.

※ Statute for Industrial Innovation: Incentive measures are as follows:
(1) Promote Innovation Incentive
  To promote industrial innovation, 15% of a business’ R&D spending can be deductible from its business income tax,
but capped at no more than 30% of its business income tax.

(2) Increase Subsidies for Workers
  To promote innovation within SMEs, improve their Human Resources structure, and create local employment
opportunities, the government will provide subsidies to SMEs that employ new workers

(3) Brand Development Incentive
  In order to encourage industries to develop their own brands, the government will provide incentives, subsidies, or
consultation services to companies that participate in international exhibitions, expand their sales activities, or engage in
brand development as a means to promote international branding and enhance the company’s worldwide image.

2) Research and Development Incentives
  In view of the long R&D time and high development risks characteristic of this industry, unless biotechnology and
pharmaceutical companies are able to obtain stable long-term funding, their financial structure and operational capabilities
are subject to weakness. Such companies may face difficulties to bear such developmental risks on their own. To
encourage domestic manufacturers to establish independent R&D energy and undertake upstream R&D results, or to
link up with the vitally important resources from academic and research institutions, to jointly develop advanced and key
technology needed for industrial development, to accelerate commercialization of product/technology, thereby driving
the development of the biotechnology and pharmaceutical industries and improving the welfare of people’s lives. Several
related government agencies, including the Ministry of Science and Technology, the Ministry of Economic Affairs, the
Ministry of Health and Welfare, and the Council of Agriculture, the Executive Yuan, have already set up programs to provide
R&D subsidies so that technology/product development risks are shared by both the government and manufacturers,
thereby enhancing the willingness of manufacturers to invest in advanced technology development as well as any policy
driven technology/product development.

21

22 2016

Introduction to Biotechnology & Pharmaceutical
Industries in Taiwan, Rep. of China.

Taiwan’s research and development subsidy measures for
the biotechnology and pharmaceutical industries
Note: * indicates no official English regulation name exists, approximate translation only
Project/Program Name
Industrial Upgrading and
Innovation Platform Counseling
Programm

Biotechnology Research
and Development
Results Industrialization
Counseling Program

Competent
Authorities
Industrial
Development
Bureau,
MOEA

Industrial
Development
Bureau,
MOEA

Subsidy Program (Incentive)
Scope

Eligibility

(1) Industrial High Value Project: Guide the
industry towards high-quality development,
encourage vendors to cut into the high-end
product application market, enhance the
added value of the whole industry, shape
Taiwan’s image as a maker of high-quality
products.
(2) Industrial Optimization Plan: Encourage
vendors to develop key materials that
surpass the current level of technology in
the domestic industry, components and
equipment, drive the top, middle, and
downstream industries, fill up the gaps in
the industry chain; build up flagship teams
through one product one alliance, create a
total system solution by joining engineering,
p r o duc t s, s e r v i c e s an d valu e - ad d e d
technology.
(3) Emerging Incubation Plan: Develop
alternative mainstream emerging industries,
encourage vendors to develop new products
or services, build industrial ecosystem.

Legally registered sole proprietorship,
partnership or business companies, nonbank dishonored client; company’s net
worth (equity) is positive.

M e et s n ew p r o du c t d eve l o p m e nt f o r
relevant biotechnology (pharmaceuticals,
biotech application, medical device), but
does not include plant seeds, aquatic
plants, breeding livestock and poultry, etc.
Perform early stage industrialization R&D
results (technology or know-how) with viable
industrialization potential; or biotechnology
R&D results (technology or know-how) with
clear innovation purposes. Products that
have conducted R&D can be directly cut
through to industrialization.

Biotechnology industry-related vendors
established in ac c ordanc e with the
C o m p a n y A c t (m a n u f a c t u r i n g a n d
technical services). Financially sound,
company’s net wor th is positive and
has not been denied service by the bills
clearing house and the denial status
has yet to be removed. Research and
development department established in
Taiwan and has sufficient R&D specialists.

http://tiip.itnet. org.tw

http://proj08.ekm.org.tw/CB

A+ Industrial Innovative R&D
Program:
•Integrated R&D Program

Department
of Industrial
Technology,
MOEA

To e nh a n c e t h e ove r a l l R& D e n e r g y
of the industr y, encourage vendors to
conduct large-scale horizontal or vertical
integration research projects to help drive
the development of the whole industry chain
and form industry clusters. The applicant
shall include three (or more) companies
forming an R&D alliance, jointly conducting:
(1) Key and general technology R&D, top,
middle and downstream technology
integration or multi- disciplinar y
technology integration, creating industry
value chain
(2) Common industry standards, protocols
or the establishment of a common
platform.
(3) Build applications and services that have
scienc e and technology c ontents,
innovative operations and marketing
models, and enhance the added value
of the industry.

Legally registered domestic company,
non-bank dishonored client and
company’s net worth is positive.
The responsible person and managers are
not investors as defined in Article 3 of the
“Measures Governing Investment Permit
to the People of the Mainland Area.”
A+ Industrial Innovative R&D Program
website:
http://aiip.tdp.org.tw
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Project/Program Name
A+ Industrial Innovative R&D
Program
•Advanced Technologies R&D
Program

Competent
Authorities
Department
of Industrial
Technology,
MOEA

Subsidy Program (Incentive)
Scope
This program is designed to encourage
businesses to undertake the research and
development of advanced technologies, with
the hope of restoring the competitiveness of
Taiwan's industry in the long term. Includes
instructing domestic businesses to take
part in technology-focused R&D with an
advanced level of difficulty. This program
is designed to enable companies to gain
global presence by developing technologies,
products and ser vices required in the
marketplace within the next three to five
years.
Applications for the Advanced Technologies
R&D Program must meet the requirements
of the ten officially announced promoted
areas. Of these ten areas, the promotion
of biotechnology-related fields includes the
Development of Innovative Wisdom HighEnd Medical Devices Higher Than Class II
and the Development of High-Value Niche
New Drugs, and so on.

A+ Industrial Innovative R&D
Program
•Project Type Program
Fast track review of the
clinical trials program

Department
of Industrial
Technology,
MOEA

This program is designed to subsidize
domestic and international clinical trials in
which manufacturers are responsible for
the review and registration of new drugs
or high-risk medical devices, covering
the preparation of medication or devices
for various phases in clinical trials, and
the per formance of non-clinical drug
toxicology tests required by domestic and
international regulatory authorities as well
as authorities for the clinical trial stage that
follows.

Small Busine s s Innovat i o n
Research Program (SBIR)

Department
of Industrial
Technology,
MOEA

(1) I nn ovat i ve te c hn o l o g y: Refe r s to
Innovative Applications or Innovative
R&D that is technology related. Innovative
applications are technology applications by
applicants whose proposed project has not
yet received subsidies from this program.
The proposed project must be innovative
or be able to enhance its own technical
standards, achieve technological upgrading,
and have clear benefits. The technology
or produc t indic ator of the proposed
projects by innovative R&D applicants must
be innovative or be able to improve the
domestic industrial technical standards.
(2) Innovative services: Refers to building
core knowledge service platforms, systems
or models that will facilitate industrial
development and demonstrates exemplary
intellectual creation, flow and added value.
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Eligibility
Legally registered domestic company,
non-bank dishonored client and
company’s net worth is positive.
The responsible person and managers are
not investors as defined in Article 3 of the
“Measures Governing Investment Permit
to the People of the Mainland Area.”
A+ Industrial Innovative R&D Program
website:
http://aiip.tdp.org.tw

Company registration or commercial
registration conducted in accordance with
the “Standards for Identifying Small and
Medium-sized Enterprises.”
http://www.sbir.org.tw
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Project/Program Name
T h e Advanc e d Te c hn o l o g y
Industry-Academia Cooperation
Program (Major Alliance)

Competent
Authorities
Ministry of
Science and
Technology,
MOST &
Ministry of
Economic
Affairs

Subsidy Program (Incentive)
Scope
In order to encourage domestic enterprises
to form alliances, effectively narrowing
the gap between industry and academia,
promote college university and academic
research institutions along with domestic
companies to jointly invest in advanced
technology research and development to
strengthen the placement of key patents,
establish industry standards or system
integration, and assist domestic enterprises
in long-term key R&D talent cultivation.

Eligibility
• Funding Authorities: refers to agencies
providing subsidies, i.e. MOST or MOEA.
• Applying Institution: Those that meet
the second point of MOST’s subsidized
research program operation directions.
• Program Host (the applicant) and Cohost: Those that meet the third point of
MOST’s funded special topic research
program operation directions.
• Cooperating Enterprises: Refers to those
that meet the third point of MOEA’s
subsidized Industrial Technology
Foresight Industry-Academic
Cooperation Program operation
directions.
• Enterprise Alliance: Composed of one or
two cooperating enterprises, of
which one is the leading enterprise
and participates in the program
implementation team.
http://www.most.gov.tw

The Industry- Academia
Technology Alliance
Cooperation Program
(Minor Alliance)

Ministry of
Science and
Technology,
MOST

In order to facilitate the effective use of
R&D energy between college/ university
and academic research institutions, build
technical cooperation alliances based on its
core technology and related top, middle, and
downstream industries to assist the industry
in enhancing competitiveness and product
value.

• Applying Institution: Refers to public and
private college/university and public
research organizations (institutions).
• Program Host and Co-host Qualifications
:In accordance with the third point of
MOST’s subsidized research program
operation directions.
• The Industry-Academia Technology
Alliance Cooperation Program: Refers
to the program in which the goal is for
academic researchers to use their
previous research results and core
echnology to provide external assistance
and services. Can be composed of
single or multiple researchers. Items
should cover the contents of the core
technology, the application of this
technology, the likely future alliance
members participating in the joint
alliance membership as well as the
alliance’s operating plans, etc.
• Affiliates: Refers to the sole
proprietorship or partnership, company
or Foundation registered in accordance
with the Commercial Registration Act.
http://www.most.gov.tw

2016 Introduction to Biotechnology & Pharmaceutical
Industries in Taiwan, Rep. of China.

Project/Program Name
ISubsidy applied research
seedling development program
piloted points

Competent
Authorities
Ministry of
Science and
Technology,
MOST

Subsidy Program (Incentive)
Scope
To promote the linking of science research
results to industries, foster high-tech
business start-ups, subsidize projects from
academic and research institutions for
forward-looking and original early stage
research that are product-oriented and with
application potential. In addition, form a
special topic selection and counseling team
to assess the feasibility of implementing
the research results from industry and
academia and improve the success rate
of potential cases to be launched into the
market, thereby achieving the effect of
incubation promotion.
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Eligibility
• Applying institution: Refers to those that
meet the third point of MOST’s
Regulation for Funding Advanced
Technology Programs (hereinafter
referred to as the Advanced Technology
Program operation directions) operation
directions.
• Program host and co-host: Refers to
those that meet the fourth point of the
Advanced Technology Programs
operation directions.
• Special topic selection and counseling
team: Refers to a team formed by MOST
and made up of selected experts from
relevant fields. The team conducts active
topic selection, review, counseling and
incubation of the Program’s research
projects. Team members are nominated
by the related academic department,
which nominates experts in the related
field and persons with business or
venture incubation experience, then
submits it to the Minister for approval,
whereupon a Chairperson is appointed.
http://www.most.gov.tw

From Invention to Innovation
Program, FITI

Ministry of
Science and
Technology,
MOST
(under the
National
Laboratory
National Applied
Research
Laboratories)

Drive Taiwan’s rich innovative energy toward
industry, allow Taiwan’s entrepreneurial
energy to be passed down through the
generations, form an entrepreneurial trend
and atmosphere, thereby boosting Taiwan’s
overall economic momentum.

• Leader Conditions:

•

• Assistant professor or above of public
or private college/universities
• Doctorate level Researcher in research
institution
• Students still studying in public or
private college/universities or graduate
school can become Leader by
presenting letters of recommendation
from two or more assistant professors
or above of public or private college/
universities
Member Conditions:
• Students still studying in public or
private college/universities or graduate
school
• Faculty, research institution
researchers
• Members of a society with a letter
of recommendation from an assistant
professor or above of a public or
private college/university

http://fiti.stpi.narl.org.tw
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Project/Program Name
Pilot Type Industry-Academia
Cooperation Program

Competent
Authorities
Ministry of
Science and
Technology,
MOST

Subsidy Program (Incentive)
Scope
Refers to first stage research industryacademia cooperation program which has
high risk, high innovation or requires longterm research. The purpose of the program
is to develop advanced technology or
knowledge and to increase the industry’s
future competitiveness.

Development Type IndustryAcademia Cooperation Program

Ministry of
Science and
Technology,
MOST

Refers to the development of an industryacademical cooperation program to assist
the industry in developing core application
innovative technologies, including joint
innovative development of specif ic
technology or products by the cooperating
enterprises.

Applied Technology and
Knowledge Industry-Academia
Cooperation Program

Ministry of
Science and
Technology,
MOST

Refers to an industr y-academical
cooperation program aimed to train talent
from the program executing institution
with the basic capability to engage in the
applied research project, link the needs of
the private sector, and construct enterprise
business models to improve management
capabilities, hence increasing product
added value or producing any value-added
digital content applications.

R&D Piloting Cooperation
Projects between Industries and
Academia at Science Par

Ministry of
Science and
Technology,
MOST
(Science Park
Administration)

To encourage the technology industry within
the Science and Industry Parks (hereinafter
referred to as the applying institution) to
engage in innovative technology R&D,
int r o duc e t h e st r e n gt h of ac ad e mi a,
strengthen the integration of industr yacademical cooperation resources, and
assist manufacturers within the Parks in
innovative technologies in order to enhance
national industrial competitiveness.

Eligibility

• Applying institution: Refers to private

•
•

and private college/universities, public
research institutions, MOST recognized
academic foundation research
institutions and medical foundation
research institutions.
Program host and co-host: Those that
meet the third point of MOST’s funded
special topic research program
operation directions.
Cooperating enterprises: Refers to sole
proprietors, partnership and
companies established in accordance
with Taiwan’s relevant regulations,
or profit-seeking companies that are
registered in accordance with foreign
organization regulations and sanctioned
by the Republic of China government to
operate within the territory of the
Republic of China, and in principle,
has fully participated in MOST’s
Industry-Academia Cooperation
Research Program.

http://www.most.gov.tw

• Applying Institution: Park science and
•
•

technology industries that are
established in accordance with Article 3
of the “Statute for the Establishment and
Administration of a Science Park.”
Overall Program Host: Position to be
held by a staff member currently
employed by the applying institution and
must serve the entire period of the
applied funding program.
Academic Institution: Refers to private
and private college/universities, public
research institutions, MOST recognized
academic foundation research
institutions and those that have
cooperated with the applying institution
in planning and research. In addition,
the host and co-host’s qualification must
meet the third point of MOST’s funded
special topic research program
operation directions

http://rpcp.scipark.tw
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Project/Program Name
Southern Taiwan biotech
medical device industry cluster
development plan

Competent
Authorities

Subsidy Program (Incentive)
Scope

Ministry of
Science and
Technology,
MOST
(Southern
Taiwan Science
Park
Administration)

To promote the development of Taiwan’s
biotechnology medical device industry
cluster, encourage industry investment
in technology research and development
autonomy, as well as integrate academic
research and development, establish an
R&D plat form, and cultivate high- end
biotechnology medical device industry
professionals, thereby enhancing Taiwan’s
biotechnology medical device industry
competitiveness and setting up an excellent
academic research environment, integrating
the country’s science and technology R&D
energy, fostering cutting-edge high-tech
talent, and developing industrial innovation
clusters.
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Eligibility

• Applying Institution: Refers to those with

one of the following qualifications:
1. Company: Incorporated Company
established in accordance with the
Company Act and its financial position
meets the regulation requiring a half
company’s net worth to be at least one of
its actual paid-in capital with no record of
any dishonored bill in the past year.
2. Academic Research Institution:
(1) Public and Private College/Universities
and Public ResearchInstitutions.
(2) Foundation research institution or
juridical association and articles of
association must include research and
development or academic research or
industry-university cooperation or
exchanges, and other related matters
and no refund record by the most
recent year.
Project Type:
1. Individual Projects: Refers to projects
for promoting companies to engage in
research and development of innovative
technology for medical equipment,
enhancing the competitiveness of the
entire industry, and increasing output.
2. Integrated Projects: Refers to projects
for promoting companies to engage in
research and development of innovative
technology for medical equipment, led
by the company, and combining other
companies or academic institutions to
jointly apply.
3. Innovation Projects: Refers to projects
for promoting the introduction of clinical
trial concept into medical device
innovation, and encouraging the
development of biomedical startups.
Sub-projects:
Refers to projects required to perform
under the integrated program.Academic
research institutions may only act as an
applying institution for sub-projects of
integrated projects or innovation
projects, and may not separately
apply for an individual project or any
ntegrated project
Project Host:
1. A staff member that is currently
employed by the company shall serve as
the host or master host of an individual,
integrated and innovative project.
2. Academic research institution staff that
is serving as the host of an integrated
project’s sub-project or host an innovation
project must meet the qualifications set
out in MOST’s Regulation for Funding
Advanced Technology Programs operation
directions.

•

•

•

http://www.ksmd.org.tw
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Project/Program Name
Regulations Governing Incentive
Rewards for Researc h and
Development of Pharmaceutical
Technology

Competent
Authorities

Subsidy Program (Incentive)
Scope

Ministry of
Health and
Welfare,
Industrial
Development
Bureau, MOEA

(1) N e w d r u g s t h a t a r e d e v e l o p e d
domestically, have obtained foreign patents,
and are marketed first in Taiwan or in other
developed countries.
(2) N ew dr u g s t hat have o bt aine d
authorization from domestic and foreign
patents, were developed domestically, and
first to be approved or marketed in Taiwan
or in other developed countries.
(3)Drugs that are developed domestically but
not yet marketed, have obtained domestic
or foreign patents or authorization, and have
been approved for clinical trial research in
Taiwan or abroad, with significant results.
(4) D r u g s t h at a r e d eve l o p e d o r
manufactured domestically, with significant
and distinct market results.
(5)Drugs that are developed or
m a n u f a c t u r e d d o m e s t i c a l l y, h a v e
obtained domestic or foreign patents for
progressiveness, and can make a distinct
contribution to the development of the drug
manufacturing industry.
(6) New dr ug subst anc es, exc ipients,
medical device materials, components,
or other methods that are developed or
manufactured domestically, and can make a
distinct contribution to the enhancement of
Taiwan’s drug manufacturing industry.
( 7 ) I nt r o d u c t i o n o f a d va n c e d f o r e i g n
tec hnolo gy, bi olo gic s dr ugs t hat are
developed and manufactured domestically,
and can make a distinct contribution to the
medical treatment of diseases prevalent in
Taiwan.
(8)New equipment and devices, production
process or analytical test methods that are
developed domestically, and have a distinct
contribution to the improvement of drug
manufacturing or inspection techniques.
(9) I n l i n e w i t h t h e c e nt r a l h e a l t h o r
industrial policy competent authorities,
promote the development of Taiwan’s
drug manufacturing industry, enhance the
level of drug development, and pursue an
outstanding performance.

Eligibility
Domestic dr ug manufacturers and
individuals, legal entities, institutions or
organizations that are engaged in drug
research and development.
http://www.fda.gov.tw
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Project/Program Name

Competent
Authorities

Subsidy Program (Incentive)
Scope

29

Eligibility

Rare Disease Drug Supply
Manufacturing and R&D
Incentives*

IMinistry of
Health and
Welfare

(1) Making special c ontribution to the
supply of rare disease drugs, including
the introduction of rare disease drugs, or
listing rare disease drugs in prescriptions,
or special project application of rare disease
drugs.
(2)Benefit patients with significant results
by manufacturing rare disease drugs that
meet domestic demand, can be locally
owned, are difficult to import, or are unable
to meet the demands of the market or with
unreasonable sales price at that time.
(3)Benefit the research and development of
rare disease drugs with significant results
by developing new rare disease drugs
domestically, obtaining domestic or foreign
patents or authorization for rare disease
drugs, and conducting clinical trial research
in Taiwan.
(4)Other special contributions to the supply,
manufacturing and R&D of rare disease
drugs.

Meets the qualifications listed on the left.

Council of Agriculture, Executive
Yuan to Assist Industry
Innovation Subsidies and
Counseling*

Council of
Agriculture,
Executive Yuan

(1)The technical standards in the proposed
project should be for planning or developing
critical, forward-looking, integrative, general
or fundamental technology needed by the
industry to promote the development of
agricultural industry technology.
(2)Proposed projects with the
aforementioned technical standards and
able to create employment opportunities are
subject to priority support.
(3)Scope of the proposed projects should
be supported by the Council's agricultural
industrial technology.
(4)For manufacturers that have implemented
agricultural industrial technology projects,
as they have already received government
funding and R&D management system
counseling, therefore, when re-applying, the
contents of the R&D technology proposed
in the project should be based on the
principle of innovation and be forwardlooking, or have a significant impact on the
development of the agricultural industry.

(1)Any legally registered and established
s o l e p r o p r i eto r s h i p, p a r t n e r s h i p,
agricultural production and marketing
team, legal person or company.
(2)That has not been convicted of unlawful
use of credit instruments, and whose
net wor th (shareholders’ equity) is
positive.

http://www.fda.gov.tw

http://proj08.ekm.org.tw/CB
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Project/Program Name
Subsidy Program to Promote
R&D by Companies within
Agricultural Biotechnology
Parks*

Competent
Authorities

Subsidy Program (Incentive)
Scope

Council of
Agriculture,
Executive Yuan

(1)Plan or develop critical, forward-looking,
integrated, commonly used or fundamental
technology that is needed by the agricultural
biotechnology industry.
(2)Plan, develop, or build platforms, systems
or models that will facilitate the sales
flow, application, or added value of the
agricultural biotechnology industry.
(3) Plan, develop, or build innovative
commercial operating models or processes
that will facilitate intellectual creation, flow
and added value within the agricultural
biotechnology industry.
(4) O t h e r r e s e a r c h a n d d eve l o p m e nt
activities that will create specific intellectual
capital, innovate agricultural biotechnology
industrial value or enhance industrial
innovation capacity.

Eligibility
Companies that have been approved by
the Science Park Administration to set up
facilities within the Park.
http://www.pabp.gov.tw

Note: Any changes to the above projects/programs should be based on the contents announced by each unit.
Data source: Websites of relevant units; as compiled by the Biotechnology and Pharmaceutical Industries Promotion Office, MOEA, 2015
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2. Low-Interest Loans
   Special funds appropriated by the National Development Fund Management Committee, Executive Yuan along with
funds from participating banks offer low-interest programs for various projects, including the Medium and Long Term Loans,
NDC, Preferential Loans for the Procurement of Automation Machinery and Equipment, Small and Medium Enterprises
(SME) Loans, Pollution Prevention Loans for Private Enterprises, Promoting Industrial Innovation or Research and
Development Loans, Preferential Loans to Sectors of Industry Affected by Trade Liberalization, Revitalizing Conventional
Industry Loans, and the Preferential Loan Extended to Those Business Who Move Into the Agricultural Technology Park.

3. National Development Fund, Executive Yuan
   The scope of the National Development Fund’s investments in the biotechnology and pharmaceutical industries
are mainly in key projects being promoted by the industry’s competent authorities, including large- and small-molecule
niche drugs, active pharmaceutical ingredients, Chinese herbal medicine, bioinformatics, new drug development, genetic
diagnosis, gene therapy, stem cells, vaccines, biotechnology services, and medical devices. In addition, based on the scale
of the project, these investments can be either a direct investment, an investment into a venture capital fund, or into an
implementation project for strengtheningsmall and medium enterprises.
1) Direct investment is to raise more than NT$500 million fund at a time. The percentage of government ownership shall
not exceed 50%.
2) Venture fund investment to encourage non-governmental investment through existing venture funds. The principle of
investment bythe National Development Fund is to invest 30%, with this sum not exceeding NT$1 billion. The percentage
of government ownership shall not exceed 50%.
3) In order to assist in the development of small and medium enterprises, the government has an investment plan in place
specifically for this class of companies. Investment targets are mainly domestic enterprises, with publicly listed
companies excluded. The investment amount shall be less than NT$100 million. As for any early stage investment, the
amount shall not exceed NT$30 million, and be less than 20% of an enterprises' paid-up capital. The percentage of
government ownership shall not exceed 49%.
In addition, in order to strengthen domestic entrepreneurial momentum, to encourage private technology innovation
and application development, to expand domestic investment, to accelerate industry innovation and any added value, as
well as to promote economic transformation and national development, the Executive Yuan’s National Development Fund
set up the “Business Angel Fund” in 2013. Eligibility and loan amount are as follows:
1) Eligibility: Planning to set up sole proprietorship, partnership or corporation in Taiwan; domestic sole proprietorship,
partnership or corporation established less than three years..
2) Loan amount: The approved loan amount shall not exceed 40% of the planned sales turnover, and the total loan amount
for the same applicant and related person or for the facilitated enterprise and its affiliated enterprises shall not exceed
NT$10 million.
3) Feedback mechanism: From the third to seventh year after receiving the project’s final loan disbursement, the facilitated
enterprise shall choose any year that has no accumulated losses, then set aside five percent of the year’s total net worth
declared in the Profit-Seeking Enterprise Annual Income Tax Return as the project’s feedback contribution, which will
be remitted back to the designated account set up by the implementating agency; however, the feedback contribution
amount shall not exceed two times the funds that the facilitated enterprise had received.
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4. Stock Listing (IPO) Recommendation
1) The Industrial Development Bureau, MOEA has promulgated the Industrial Development Bureau of the Ministry
of Economic Affairs entrusted to survey science and technological undertakings with successful product
or technology development operational guidelines to help reduce the barrier to becoming publicly listed on
the Taiwan Stock Exchange (TSE) or the GreTai Securities Market (GreTai) and to encourage biotechnology
companies to apply for public listing on the TSE or GreTai. In the future, biotech companies with products
or technology that have development or marketing potential can apply for public listing on the TSE or GreTai
through recommendation from the Industrial Development
Bureau. The eligibility criteria are as follows:
(1) Science and technological companies with products that were successfully developed and possess marketability should
meet the following conditions based on the nature of their industry:
(a) Has already legally obtained permission from the competent authority to conduct human clinical trials or field trials,
or research and development in the biotechnology industry or the healthcare industry, and already has biotechnology
or healthcare-related products and sales or technical services.
(b) R&D that the company is conducting already has shown distinct results, and the R&D expenses from the year previous
to the year of application totaled more than 3% of the company’s total net operating income; or the R&D expenses
from the year previous to the year of application represented at least 10% of the company’s paid-in capital, and the
company should have at least five full-time R&D staff that have a university or above education.
(c) The product is an emerging industrial product and the scope of its related technical services has already reached
production level or is able to provide services. However, products that are legally required to obtain permission or
proof from the competent authority before they can be sold or clinical trials or field trials can be carried out, then the
approval or evidence documents from the competent authority must be obtained.
(d) The product or service is already ready to be commercialized or has the potential of being commercialized within the
next three years and relevant market research reports can be provided as evidence.
(2) Science and technological companies with technology that was successfully developed and possess marketability
should meet the following conditions:
(a) The technology developed is for emerging industrial products and its related technical services.
(b) The company has a research and development department, and the R&D expenses from the year previous to the year
of application represented at least 10% of the company’s paid-in capital or more than NT$40 million.
(c) The company should have at least 15 full-time R&D staff that have university or above education.
(d) The technology developed should be forward-looking and have recognized market value, having already obtained the
appropriate patents, intellectual property or have other value that can be traded on the market, and has been
assessed by universities, research institutions, intellectual property services companies or experts in related market
value assessment reports.
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2) The Council of Agriculture, Executive Yuan, provides special agricultural loans to assist and counsel agricultural
businesses to become publicly listed on the TSE or GreTai. Additionally, in December, 2011, the Council
promulgated the Council of Agriculture of the Executive Yuan entrusted to survey agricultural technology
or agricultural innovative undertakings with marketability operational guidelines to facilitate agricultural
science and technology companies or innovative agricultural companies to apply to be publicly listed on the
TSE and OTC without having to conform with year of establishment and profitability restrictions. This will
assist agricultural transformation and upgrading, and provide continued financing of innovative research and
development and expanding the scale of operations. The eligibility criteria are as follows:
(1) Agricultural science and technology companies refer to companies that meet the following criteria:
(a) Belongs to the type of agricultural enterprise institution listed under Article 3 Provision 8 of the Agricultural
Development Act.
(b) Produces real output associated with agriculture.
(c) The company should have at least five full-time R&D staff and the R&D expenses from the year previous to the year
of application should total more than 3% of the company’s total net operating income or represent at least 10% of the
company’s paid-in capital.
(2) Agricultural innovation companies refer to companies that meet the following criteria:
(a) Belongs to the type of agricultural enterprise institution listed under Article 3 Provision 8 of the Agricultural
Development Act.
(b) The operating model is new and has marketability, or the business developed should be forward-looking and have
recognized market value, and has already obtained the appropriate intellectual property or have other value that can
be traded on the market.
(c) The company should have at least five full-time R&D staff and the R&D expenses from the year previous to the year
of application should total more than 3% of the company’s total net operating income or represent at least 10% of the
company’s paid-in capital.
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V. Outlook
   As the structure of Taiwan’s biotechnology and pharmaceutical industries have gradually and completely
transitioned into fast-track industries, active capital markets have also injected funds into these industries, allowing
the amount of investments in the biotechnology and pharmaceutical industries to increase yearly. The “Taiwan Biotech
Industries Take-off Action Plan” which the government had previously implemented has been successful. The two
major pillars, pharmaceuticals and medical equipment, have obtained outstanding results. In the future, this plan
will be supported by the Executive Yuan’s “Taiwan Bio-economic Development Programs” along with various other
implementation measures. In addition, it will utilize the various investment incentives and Taiwan’s existing high-quality
investment environment to encourage domestic and foreign firms to invest in Taiwan. The government will also help
manufacturers to raise capital for R&D and functional operations in order to accelerate the development of Taiwan’s
biotechnology and pharmaceutical industries, thereby aiding Taiwan to transition into an internationally renowned
biotechnological and pharmaceutical center for specialty products and high-quality technology.
The Ministry of Economic Affairs has designated biotechnology and pharmaceuticals as key sectors in
cooperation activities with companies within the USA, Japan and China, with the goal being to leverage such
cooperation to better connect with major markets worldwide and later extend to emerging markets. Taiwan's growing
importance as a regional life sciences center and its increasing standing in the global value chain will certainly lead
to better export performance for its products and services. In addition, these factors give support behind Taiwan's
emergence as a partner and conduit for overseas companies wishing to enter global, Asian and emerging markets.
Over decades of effort, the local biotechnology and pharmaceutical industry has begun to yield positive results,
leading to a recent increase in cooperation projects with international companies, with many new medicines and new
medical devices soon to be approved by regulatory authorities. This success has also led to plans for productivity and
facility expansion by local companies to allow a focus on manufacturing higher value added products. And with the
rollout of new and innovative medical management services, Taiwan's citizens will be able to live healthier and wiser
lives, the well-being of its peoplesafeguarded. This all bodes well for a positive future for Taiwan and a profitable future
for the industry.
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Appendix 1: Industry Regulations
Note: * indicates no official English regulation name exists, approximate translation only

1. Biotechnology and Pharmaceutical-Related Regulations
● Key Considerations on New Molecular New Drug Application Efficacy and Safety*
(http://www.fda.gov.tw/TC/newsContent.aspx?id=8316&chk=f0273254-a2f7-4c6d-9556a890be540519&param=pn%, concluded on Jan. 30, 2012)
● Human Biobank Management Act (http://law.moj.gov.tw/LawClass/LawAll.aspx?PCode=L0020164, revised
on Aug. 8, 2012)
● Template of Standard Agreement for Cord Blood Preservation* (http://www.ey.gov.tw/News_Content4.as
px?n=4F9D46C1503F2B7D&sms=8053B24299E6005E&s=4FB6FAC57BAB25A2, concluded on Jul. 26,
2012)
● Policy Instructions on the Ethics of Human Embryo and Embryonic Stem Cell Research* (http://www.
rootlaw.com.tw/LawContent.aspx?LawID=A040170031021300-0960809, concluded on Aug. 9, 2007)
● Artificial Reproduction Act (http://law.moj.gov.tw/LawClass/LawAll.aspx?PCode=L0070024, concluded on
Mar. 21, 2007)
● Pharmaceutical Affairs Act (http://law.moj.gov.tw/LawClass/LawAll.aspx?PCode=L0030001, revised on
Dec. 11, 2013)
● Health Food Control Act (http://law.moj.gov.tw/LawClass/LawAll.aspx?PCode=L0040012, revised on May
17, 2006)
● Blood Derivative Act* (http://www.rootlaw.com.tw/LawContent.aspx?LawID=A040170010005600-0940119,
concluded on Jan. 19, 2005)
● Rare Disease and Orphan Drug Act (http://law.moj.gov.tw/LawClass/LawContent.aspx?PCODE=aspx?
aspx?PCODE=L0030003, revised on Jan. 14, 2015)
● Good Clinical Practice -GCP (http://law.moj.gov.tw/LawClass/LawContent.aspx?PCODE=L0030056,
revised on Oct. 23, 2014)
● Standards for Medicament Factory Establishments (http://law.moj.gov.tw/LawClass/LawAll.aspx?PCode=
L0030008, revised on Jul. 4, 2013)
● Ethical Guideline for Embryonic Stem Cell (http://www.rootlaw.com.tw/LawContent.aspx?LawID=
A040170031024800-0910219, concluded on Feb. 19, 2002)
● GMP for Medical Devices (http://mohwlaw.mohw.gov.tw/Chi/Integration.asp, concluded on Aug. 10, 1998)
● Guidelines for Registration of Medical Devices (http://law.moj.gov.tw/LawClass/LawAll.aspx?PCode=
L0030054, revised on Jun. 3, 2015)
● Current Good Manufacture Practice (cGMP) (http://www.rootlaw.com.tw/LawContent.aspx?LawID=
A040170041003100-0880501, concluded on May 1, 1999)
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● Good Manufacture Practice (GMP) (http://law.moj.gov.tw/LawClass/LawSearchContent.aspx?pc=L003007
3&k1=%E8%97%A5%E5%93%81%E5%84%AA%E8%89%AF%E8%A3%BD%E9%80%A0%E8%A6%8F
%E7%AF%84&k2=&k3=&k4=, revised on Jul. 30, 2013)
● Human Cell Therapy Products Clinical Trial Application operation and Examination Guideline
(http://w w w.fda.gov.tw/pda/page01Content.aspx?id=11566&chk=549fab38 -af6f- 4ed8 -95af7c8ff55a2215&param=pn%3D1, concluded on Sep. 18, 2014)

2.Agriculture-Related Regulations
● Plant Protection and Quarantine Act (http://law.moj.gov.tw/LawClass/LawContent.aspx?PCODE= M0140
001, revised on Jun. 18, 2014)
● Veterinary Biologic Drug Approval Regulations* (http://www.rootlaw.com.tw/LawArticle.aspx?LawID=A0402
70070005300-0950309, concluded on Mar. 9, 2006)
● Environmental Agents Control Act (http://law.moj.gov.tw/LawClass/LawAll.aspx?PCode=O0060001, revis
edon Jan. 27, 2006)
● Regulations for Approving Import/Export of Transgenic Plants (http://www.rootlaw.com.tw/LawContent.
aspx?LawID=A040270040006800-0940707, concluded on Jul. 7, 2005)
● Plant Variety and Plant Seed Act (http://law.moj.gov.tw/LawClass/LawContent.aspx?PCODE=M0030024,
revised on Aug. 25, 2010)
● The Enforcement Rules for the Plant Variety and Plant Seed Act (http://law.coa.gov.tw/GLRSnewsout/
index.aspx, revised on Jan. 5, 2011)
● The Administrative Regulations for the Field Testing of Transgenic Plants (http://law.coa.gov.tw/
GLRSnewsout/LawContent.aspx?id=FL036234, revised on Mar. 5, 2014)
● Veterinary Drugs Control Act (http://law.coa.gov.tw/GLRSnewsout/index.aspx, revised on Jan. 23, 2013)
● Enforcement Rules of Veterinary Drugs Control Act (http://law.moj.gov.tw/LawClass/LawAll.aspx?PCode=
M0130016, revised on Jun. 28, 2012)
● Regulations for Field Trial of Transgenic Breeding Livestock (Fowl) and the Bio-Safety Assessment
(http://law.coa.gov.tw/GLRSnewsout/EngLawContent.aspx?Type=C&id=73, concluded on Nov. 15, 2002)

3. Intellectual Property Related Regulations
● Regulations for Ratifying Extension of Patent Term
(http://law.moj.gov.tw/LawClass/LawContent.aspx?PCODE=J0070015, revised on Dec. 28, 2012)
●Copyright Act (http://law.moj.gov.tw/LawClass/LawAll.aspx?PCode=J0070017, revised on Jan. 22, 2013)
● Government Scientific and Technological Research and Development Results Ownership and Utilization
Regulations (http://law.moj.gov.tw/LawClass/LawAll.aspx?PCode=H0160037, revised on Jun. 11, 2012)
● The attribution and manipulation measures for Scientific and Technological R&D discoveries, Ministry of
Economic Affairs * (http://www.moea.gov.tw/MNS/doit/bulletin/Bulletin.aspx?kind=4&html=1&menu_
id=5409&bull_id=912, revised on Jan. 15, 2014)
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● Fundamental Science and Technology Act (http://law.moj.gov.tw/LawClass/LawAll.aspx?PCode=H0160028
revised on Dec. 14, 2011)
● Regulations for Deposit of Biological Materials for Patent Application (http://law.moj.gov.tw/LawClass/
LawContent.aspx?PCODE=J0070006, revised on May. 30, 2014)
● Trademark Act (http://law.moj.gov.tw/LawClass/LawContent.aspx?PCODE=J0070001, revised on Jun. 29,
2011)
● Patent Act (http://law.moj.gov.tw/LawClass/LawContent.aspx?PCODE=J0070007, revised on Mar. 25,
2014)
● Rights and Interests Disposal Guideline for R&D Discoveries, Ministry of Science and Technology *
(http://law.most.gov.tw/LawContentDetails.aspx?id=FL044275&KeyWordHL=&StyleType=1, revised on
May. 30, 2014)
● Trade Secrets Act (http://law.moj.gov.tw/LawClass/LawAll.aspx?PCode=J0080028, revised on Jan. 30,
2013)

4. Regulations Related to Tax and Investment Incentives
● Industrial Development Bureau of the Ministry of Economic Affairs Survey of Science and Technological
Undertakings with Successful Product or Technology Development Operational Guidelines* (http://www.
moeaidb.gov.tw/external/ctlr?PRO=application.ApplicationView&id=193, revised on Jun. 24, 2013)
● Statute for Industrial Innovation (http://www.moeaidb.gov.tw/external/ctlr?PRO=document.
DocTitleView&id=881&t=0, concluded on May 12, 2010)
● Act for the Development of Biotech and New Pharmaceuticals Industry (http://www.moeaidb.gov.tw/
external/view/tw/application/, concluded on Apr. 3, 2008)
● Regulations for the Applicability of Tax Offsets for Investment in Research and Development and
Personnel Training by Biotech and New Pharmaceutical Companies* (http://www.moeaidb.gov.tw/external/
view/tw/application/, concluded on Feb. 29, 2008)
● Regulations for the Applicability by Profit-Seeking Enterprises of Tax Offsets for Biotech and New
Pharmaceutical Company Shareholders* (http://www.moeaidb.gov.tw/external/view/tw/application/,
concluded on Feb. 29, 2008)
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Appendix 2: Industry Development Milestones
1982 The Executive Yuan classified biotechnology as one of so-called eight 'key technologies'. The Ministry of Economic
Affairs (MOEA) assisted the Food Industry Research and Development Institute (FIRDI) to establish the Culture
Collection and Research Center (CCRC), which was renamed the Bio-resource Collection and Research Center in
2002.
1984 April, the MOEA established the Development Center for Biotechnology (DCB) to help promote biotech research and
development.
1989 November, the Taiwan Bio Industry Organization was established.
1993 Academia Sinica established the Institute of Molecular Biology and the Institute of Medical Biotechnology. The
Industrial Development Bureau and domestic pharmaceutical manufacturers jointly established the Pharmaceutical
Industry Technology and Development Center.
1995 January, the Department of Health (DOH) established the National Health Research Institutes (NHRI).
1995 August, the Executive Yuan passed the Action Plan for Biotechnology Industry Development, a blueprint of steps to
take to develop Taiwan's biotechnology industry. The first revision was made in August 1997, a second revision was
made in March 1999, a third revision was made in October 2001, and a fourth revision was made in March 2003.
1996 January, the National Science Council (NSC) established the Tainan Science Park, and the Agricultural Biotechnology
Professional Zone. In that same year the NSC began its Frontier Program of the Medical Gene Research.
1996 February, the MOEA together with the Asia-Pacific Manufacturing Center established the Biotechnology
and Pharmaceutical Industries Promotion Office.
1996 November, the Department of Health promulgated Good Clinical Practice (GCP) guidelines.
1998 July,the Department of Health established the Center for Drug Evaluation, Taiwan to assist in technical reviews,
consultation and regulatory drafting. In the same year, Good Clinical Practice (GCP) was fully implemented and
the first onsite spot checks were conducted.
1999 The Fundamental Science and Technology Act was passed. The MOEA also enacted the Incentive Schemes
for Enterprises to Develop an Industrial Technologies program to encourage enterprises to invest in
research and development. In the same year, the biotechnology industry was classified by the government
as one of the top ten so-called 'emerging industries'. In addition, the Industrial Technology Research
Institute (ITRI) established the Biomedical Engineering Center, which was renamed the Biomedical
Engineering Research Lab in 2006.
1999 The Department of Health (DOH) began pushing for the establishment of the drug hazard relief system, and set
up a nationwide and regional reporting system on the side effects of drugs. In the same year, the DOH
promoted the medical device GMP and medical device reclassification as well as the implementation of Taiwan’s
pharmaceutical cGMP system..
2000 The Legislative Yuan passed the Rare Disease and Orphan Drug Act and the Drug Hazard Relief Act, as proposed by
the Department of Health (DOH).
2001 The MOEA began the implementation of the Five-year Plan for Industrial Technology Development in Herbal Medicine
In the same year, the MOEA's Biotechnology and Pharmaceutical Industries Promotion Office was renamed the
Biotechnology and Pharmaceutical Industries Program Office.
2001 The Taiwan Drug Quality Association was established while the Department of Health set up the Drug Technology
Research and Development Award, the Rare Disease Drugs Award, as well as the establishment of the Taiwan Drug
Relief Foundation. In the same year, the Pig Research Institute Taiwan was renamed the Animal Technology Institute in
Taiwan (ATIT).
2001 December,in accordance with the recommendations from the Industry Group of the Economic Development
Advisor y Conference, the Executive Yuan’s One- Stop - Ser vice Of fice for Biotechnology Industr y was
established.
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2002 May, the Executive Yuan approved the Challenge 2008: National Development Plan (2002-2007), classifying
biotechnology as one of four industries in the Two-Trillion, Twin-Star Industry program. The 'two trillion' are the
semiconductor and flat-panel display industries which earn a trillion or more in revenues each year, while the
'twin stars' are the biotechnology and the digital content industries, being new exciting industries with explosive
growth potential.
2002 A special biotechnology zone was set up in the Nankang Software Park.
2003 January, Academia Sinica established the Genomics Research Center.
2003 February, the Executive Yuan passed the establishment of the central government-led Agricultural Biotechnology
Park as well as the local government-led National Flower Park in Changhua County, the Taiwan Orchid Plantation in
Tainan County, the Vanilla and Herbal Medicine Biotechnology Park in Chiayi County and the Ocean Biotechnology
Park in Yilan County.
2003 March, the Executive Yuan approved the Hsinchu Biomedical Science Park Plan. The park officially opened in
March 2008.
2003 The Council for Economic Planning and Development, Executive Yuan (CEPD), in accordance with the Enhancing the
Comprehensive Competitiveness of the Three Metropolitan Areas Planning Report, decided to accelerate
construction of the Tainan Science Park Special Biotechnology Zone.
2004 April, the Legislative Yuan passed the Establishment and Administration of Agricultural Technology Parks Act,
revising the Plant Variety and Seed Act into the Plant Species and Plant Seed Act. The Department of Health (DOH)
also promulgated the Chinese Medicine Pharmacopoeia which was renamed as the Taiwan Traditional Pharmacopeia
in August 2005.
2004 August, the MOEA established the Nankang Biotech Incubation Center in Nankang, Taipei City.
2004 November, in order to expand its development scope to include new Chinese herbal medicine and medical devices, the
Pharmaceutical Industry Technology and Development Center was renamed as the Medical and Pharmaceutical
Industry Technology and Development Center.
2005 January, the Blood Derivative Act was passed, and Article 19 Items 2 and 3 were amended into the Act for Upgrading
Industries. In addition, the Executive Yuan agreed to the Kaohsiung Biotechnology Park Preparatory Project.
Simultaneously, the MOEA, DOH, and Industry Communication Platform was established.
2005 April,the Executive Yuan announced its Biotech and Pharmaceutical Technology Island plan. The plan consisted
of three major projects, the National Health Information Infrastructure Plan, building the Taiwan Biobank
database, and establishing a clinical trial and research system.
2005 September, in support of the establishment of a clinical trial and research system as outlined in the Biotech
and Pharmaceutical Technology Island plan, the Department of Health set up the Clinical Trial & Research
Committee
2006 The Industrial Technology Research Institute (ITRI) established the Medical Electronics and Device Technology Center.
2006 July, the Department of Health (DOH) set up the Clinical Trial Network in Taiwan (http://www.cde.org.tw/ct_taiwan/
index.html), to publicize information on clinical trials that have passed DOH review.
2006 October, the Executive Yuan approved the 2015 Three-Year Economic Development Vision Sprint Program, in which
the biotechnology industry was classified as a key development industry within the overall manufacturing sector.
2007 July, the President promulgated the Act For The Development Of Biotech And New Pharmaceuticals Industry.
2007 July, the Economics and Finance Committee of the Executive Yuan approved land released by the Ministry of
National Defense for the Nankang Biotechnology Park, and along with the Hsinchu Biomedical Science Park, and
Southern Taiwan Science Park (STSP), with the three parks well positioned to become true biotech-focused industry
clusters.
2008 February, the Executive Yuan promulgated the Regulations for the Applicability of Tax Offsets for Investment
in Research and Development and Personnel Training by Biotech and New Pharmaceutical Companies
and the Regulations for the Applicability by Profit-Seeking Enterprises of Tax Offsets for Biotech and New
Pharmaceutical Company Shareholders.
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2008 November, the Department of Health promulgated the Provisions Governing the Registration and Market Approval
of Drugs - defining the biosimilar class of drugs, the inspection and registration of biosimilar drugs, and establishing
inspection regulations as the guidelines for the application of such drugs to be publicly marketed.
2009 March, the Executive Yuan announced the promotion of the Taiwan Diamond Action Plan for Biotech Takeoff.
Priorities include strengthening technology acquisition capabilities, establishing biotechnology venture capital,
promoting integrated incubation mechanism, as well as setting up the Taiwan Food and Drug Administration (TFDA), so
that Taiwan’s pharmaceutical regulatory environment are getting better harmonized with international standards.
2009 June,the President promulgated the Organization Act for the Food and Drug Administration, Department of Health,
Executive Yuan, consolidating the Depar tment of Health’s original Bureau of Food Health, Bureau of
Pharmaceutical Affairs, Bureau of Food and Drugs Analysis, and the Bureau of Drug Control and Administration
into the Taiwan Food and Drug Administration (TFDA), beginning operations on January 1, 2010.
2009 December, the Executive Yuan passed a portion of the Patent Act draft amendments proposed by the Intellectual
Property Office, MOEA. These amendments now allow for the registration and recognition of animal and plant
patents.
2010 February, The President promulgated the Human Biobank Management Act, allowing government agencies, hospitals,
and academic research institutes to set up biological databases. The act stipulates that when collecting specimens,
sound medical ethics should be abided by and that the privacy of participants should be protected, and that operators
of biobanks should set up ethics committees responsible for reviewing and overseeing their management.
2010 September, the Council of Agriculture announced its Counseling R&D Results Industrialization for Agricultural
Biotechnology regulations. Key provisions include that manufacturers may now apply for subsidies during the
R&D process, undertake agricultural biotechnology R&D, and effectively establish key technologies and core
competencies through the facilitation and counseling system.
2010 The Industrial Technology Research Institute (ITRI), consolidated the Medical Electronics and Device Technology
Center and Biomedical Engineering Research Lab, which were established in 2006, and renaming it the
Biomedical Technology and Device Research Laboratories.
2010 December, the Straits Exchange Foundation and China’s Association for Relations Across the Taiwan Straits jointly
signed the Cross-strait Medical and Health Cooperation Agreement. The agreement formalized that intent for
both sides to collaborate on the prevention and control of epidemic disease, safety management and R&D of
pharmaceuticals, R&D exchange and safety management in the field of traditional Chinese medicine, as well as
emergency treatment contingency protocols.
2011 January, the Legislative Yuan passed the third reading of Amendment 29 and 30 of the Human Biobank Management
Act. The act allows for samples for genetic analysis to be sent abroad for medical research purposes.
2011 March, the Council of Agriculture promulgated the Regulations for Animal Drug and New Drug Trials.
2011 June, the Cross-Strait Medical and Health Cooperation Agreement went into effect. Under the terms of the agreement,
Chinese herbal medicines imported from Mainland China will be more effectively controlled. In addition, time-tomarket for vaccines and pharmaceuticals will be shortened as a result of the application of harmonized standards.
2
2011 November, the Supra Integration and Incubation Center (Si C) was formally established
2011 November, the Legislative Yuan passed the third reading of Patent Act amendments, including the relaxation of the
patent period for pharmaceuticals and pesticide applications (amendments on Articles 53, 54, and 56).
2011 December, the Legislative Yuan passed the third reading of the Regulations on Research Involving Human Subjects. The
law states that the rights of subjects engaged in biotechnology or pharmaceutical human research will be protected by
law.
2011 December, in response to the Executive Yuan reconstitution as well as biotechnology and pharmaceutical industry
advancement, Biotechnology and Pharmaceutical Industries Program Office has been changed to Biotechnology and
Pharmaceutical Industries Promotion Office.
2012 January, the Science and Technology Advisory Group of the Executive Yuan was officially re-organized and turned into
a standing task force under the Board of Science and Technology of the Executive Yuan, providing the Executive Yuan
with consultation and expert advice on national science and technology development policies.
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2012 April, the Economic Planning and Development approved the National Biotech Park development plan, drafted by
Academia Sinica. The plan calls for the development of new drugs to be the main focus of the park, with construction of
the main buildings expected to start in August 2013 and be completed by 2016.
2012 October, during the 35th official meeting of the PIC/S committee, Taiwan was officially accepted as a 43rdPIC/S
member organization, with membership officially beginning on January 1, 2013.
2013 June, the Taiwan Biotechnology Take-off Diamond Action Plan was renamed the Taiwan Biotech Industrialization Takeoff Action Plan, and formally implemented..
2013 July, the Department of Health (DOH) was officially upgraded, becoming the Ministry of Health and Welfare (MOHW),
Taiwan's fourth largest ministry. The Food and Drug Administration (TFDA) was also upgraded as the Food and Drug
Administration, Ministry of Health and Welfare.
2013 September, Food and Drug Administration announced The Examination and Registration Criteria for the Monoclonal
Antibody Bio-similars guideline documentfor thesubmission of monoclonal antibody bio-similarsfor regulatory approval
in Taiwan.
2013 November, Food and Drug Administration signed the Framework Agreement on Taiwan/Japan Pharmaceutical
Act Cooperation with the Ministry of Health, Labor and Welfare (MHLW) Japan to facilitate the harmonization
and reinforcement of cooperation in this industry between the two countries.
2013 November, the Ministry of Health and Welfare announced the Extension of Pharmaceutical Patent and The
Addition of National Health Insurance Pharmaceuticals Disbursement policies, encouraging domestic entities
to research and develop new medicines.
2014 January, the Financial Supervisory Commission, R.O.C. established the Emerging Stock Boarda platform for
stock funding but no trading function for creative and innovative private 'micro businesses'.
2014 January, the Agricultural Technology Research Institute (ATRI) was founded to industrialize agricultural
technology and establish a new business operation platform.
2014 January, the National Development Council was founded, a merging of the Council for Economic Planning and
Development, the Research Development Evaluation Commission and par t of the Public Construction
Commission, the Executive Yuan. The forming of this council is an important milestone for the governmental
organization restructuring as well as for national development.
2014 March, the National Science Council was shifted formally to become an entity underthe Ministry of Science
and Technology. The organization is responsible for planning and implementation national technological policies.
2014 May, the Ministry of Health, the Welfare Food and Drug Department (MOHW) and the European Council
of Drug Quality and Health Care (EDQM) signed the “Taiwan and Europe API Quality Management Information
Exchange Confidentiality Agreements”. Both parties agreed to share undisclosed and proprietary information
related to the quality and manufacturing of pharmaceutical raw materials as well as establish the GMP
inspection cooperation scheme, which will facilitate the procedures for Taiwan made bulk drugs in passing
international quality certification.
2014 September, the MOHW announced the “Human Cell Therapy Products Clinical Trial Application Operation
and Examination Guidelines”. These guidelines will serve as the basis for human cell therapy products applying
for clinical trials.
2014 December, the MOHW set up the electronic standards for Taiwan’s drugs inspection and registration review
operations in order to achieve a fully digitized review process.
2014 December, the Hsinchu Biomedical Science Park Incubation Center, SMEA, was opened. Currently, the Park
has three core facilities, including the MOHW “Park Hospital”, the MOST “Research and Development
Center” and the MOEA “Incubation Centers”. These facilities provide specific industry counseling, financial
matchmaking and international incubation network links and various other counseling services.
2014 October, in order to implement industrial structure transformation, the Executive Yuan approved the “Industrial
Upgrading and Transformation Plan of Action” which encourages enterprises to innovate and conduct research
and development through subsidies for R&D. This will help to upgrade and to transform Taiwan’s industries and
have them link up with international markets.
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2014 December, the MOHW and the Food and Drug Administration of China (CFDA) signed the “Cross-Strait
Cooperation Agreement on Medicine and Public Health Affairs” to establish clinical trial cooperation schemes to
accelerate the time period for a product to be marketed.
2015 Januaryr, the Western Medicine Preparation Plant fully implemented PIC/S GMP. This system will help enhance
the global competitiveness of Taiwan’s pharmaceutical industry.
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Appendix 3: Related Services Institutions
Domestic Institutions:
Name of Organization & Address

Tel

Fax

Biotechnology & Pharmaceutical Industries
886-2-26558133
886-2-26558134
Promotion Office, MOEA (The Executive
886-2-26558135
Yuan’s One-Stop-Service Office
for Biotechnology Industry)
Act as an exchange window for domestic and international industry and information, actively promote domestic industry
investment and integration, assist to break the bottle neck of industry development, facilitate biotechnology and
pharmaceutical industry development and upgrade.
Room A, 17F, No. 3, Park Street, Nankang District, Taipei City 11503, Taiwan

http://www.biopharm.org.tw
Industrial Development Bureau, MOEA
886-2-27541255
886-2-27030160
Formulating industrial development policies, strategies and measures, promoting programs related to industrial upgrading,
development and management of industrial zones, formulating fiscal and financial measures for industrial development,
industrial pollution control, industrial safety counseling and factory management, general industrial administration.
No. 41-3, Sec. 3, Xinyi Road, Da’an District, Taipei City 10659, Taiwan

http://www.moeaidb.gov.tw
Department of Industrial Technology, MOEA
886-2-23212200
The Department of Industrial Technology is responsible for developing industrial technology development policies,
applying the allocated technology project budget, joining relevant research institutions in implementing and promoting
the development of forward-looking, key industries, with the goal of establishing emerging high-tech industries and
accelerating industrial upgrading..
No. 15, Fuzhou Street, Zhongzheng District, Taipei City 10015, Taiwan

http://www.moea.gov.tw/Mns/doit/home/Home1.aspx
Taiwan Intellectual Property Office, MOEA
886-2-27380007
886-2-23779875
Main services include patent examination, trademark registration, copyright protection, trade secret protection, providing
intellectual property related information and preventing piracy.
3F, No. 185, Sec. 2, Xinhai Road, Da’an District, Taipei City 10637, Taiwan

http://www.tipo.gov.tw
Bureau of Foreign Trade, MOEA

886-2-23510271

886-2-23517080

Main services include providing economic and trade information, providing assistance to importing and exporting entities,
international and regional economic trade, trade promotion.
No. 1, Hukou Street, Zhongzheng District, Taipei City 10066, Taiwan

http://www.trade.gov.tw
Department of Commerce, MOEA
886-2-4121166
Responsible for the formulation of commercial policies and regulations, planning, management, guidance, supervision and
collective coordination in commercial issues, research on commercial contract and commercial tax matters, registration
management and supervision on companies and commerce.
No. 15, Fuzhou Street, Zhongzheng District, Taipei City 10015, Taiwan

http://gcis.nat.gov.tw
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Name of Organization & Address

Tel

Fax

Department of Investment Services, MOEA
886-2-23892111
886-2-23820497/8
The Department of Investment Services is responsible for promoting foreigners to invest in Taiwan, encouraging firms to
invest overseas and the recruitment of overseas technology professionals.
8F, No. 71, Guanqian Road, Zhongzheng District, Taipei City 10047, Taiwan

http://www.dois.moea.gov.tw/main.asp
Investment Commission, MOEA

886-2-33435700

886-2-23938829

Responsible for the screening of foreign investment, technology cooperation and investment overseas.
8F, No. 7, Sec. 1, Roosevelt Road, Zhongzheng District, Taipei City 10092, Taiwan

http://www.moeaic.gov.tw
Export Processing Zone Administration, MOEA
886-7-3611212
886-7-3612751
Responsible for attracting investments, foreign trade business, company registration, labor services, and construction and
land administration.
No. 600, Jiachang Road, Nanzi District, Kaohsiung City 81170, Taiwan

http://www.epza.gov.tw
Council of Agriculture, Executive Yuan
886-2-23812991
886-2-23310341
The Council of Agriculture is the competent authority on agricultural, forestry, fishery, animal husbandry and food affairs in
Taiwan. Its responsibilities include guiding and supervising provincial and municipal offices in these areas.
No. 37, Nanhai Road, Zhongzheng District, Taipei City 10014, Taiwan

http://www.coa.gov.tw
Ministry of Health and Welfare
886-2-85906666
The Ministry of Health and Welfare is Taiwan’s highest health administrative agency, responsible for national health
administrative services, and guiding, supervising, and coordinating local health authorities.
No. 488, Sec. 6, Zhongxiao E. Rd., Nankang Dist., Taipei City 11558, Taiwan

http://www.mohw.gov.tw
Ministry of Health and Welfare, Food and Drug
886-2-27878200
Administration
This agency is responsible for the quality and safety of food and medical products in Taiwan. Its scope covers food,
medicine, controlled drugs, medical devices and cosmetics. It is responsible for stipulating and executing policies and
related regulations, registering, investigating and examining products, checking operators' production procedures,
analyzing product inspection, developing technology, assessing product risk and managing risk, monitoring product safety,
inquiring and handling hazards in the food and medicine categories, and consumer protection with regard to food and
medicine.
No. 161-2, Kunyang Street, Nankang District, Taipei City 151-61

http://www.fda.gov.tw
Taiwan Venture Capital Association
886-2-25450075
886-2-25452752
Main services include conducting research on the domestic and foreign venture capital industry, actively participating and
coordinating the amendment of relevant investment regulations, serving as a bridge between association members and
technology companies, providing investment-related information, building and reinforcing relationships between local and
international venture capital funds and firms.
Room C, 10F, No. 133, Sec. 4, Minsheng East Road, Songshan District, Taipei City 10574, Taiwan

http://www.tvca.org.tw
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Name of Organization & Address

Tel

Fax

Taiwan Pharmaceutical Manufacturers Association
886-2-27365838
886-2-27387589
The Taiwan Pharmaceutical Manufacturers Association is responsible for enhancing and stabilizing the quality of drugs,
engaging in new drug research and development to promote the consolidation and upgrading of the industry, strengthening
overseas technical cooperation and investment, expanding overseas markets, improving cross-strait pharmaceutical
industry exchange, and reinforcing information and personnel training.
5F, No. 267, Sec. 2, Dunhua South Road, Da’an District, Taipei City 10675, Taiwan

http://www.tpma.org.tw
Taiwan Medical And Biotech Industry Association
886-2-29956099
886-2-29956100
Main services include investigating and studying issues concerning the domestic and foreign medical device industry,
conducting research and providing recommendations for the formulation of medical device industrial policy and related
regulations, promoting and providing recommendations to facilitate the technology, management, design, and marketing
capabilities within the medical device industry.
3F-3, No. 6, Lane 609, Sec. 5, Chongyang Road, Sanchong District, New Taipei City 24159, Taiwan

http://www.tmbia.org.tw
Chinese Pharmaceutical Manufacture
886-2-27422320
886-2-27420977
and Development Association
Enhance the pharmaceutical industry's production technology research and development and business management;
facilitate international exchange to promote the development of Taiwan’s pharmaceutical industry.
13F-6, No. 141, Sec. 1, Keelung Road, Xinyi District Taipei City 11070, Taiwan

http://www.cpmda.org.tw
Taiwan Generic Pharmaceutical Association
886-2-25314389
886-2-25371389
Cooperate closely with generic pharmaceutical associations of other countries, become the window between Taiwan’s
generic drug industry and related industries overseas, gain competitive advantage through international cooperation and
exchange, improve production technology to promote innovative research development. By linking up with the global
generics market, simultaneously receive the latest movement in the worldwide generic pharmaceutical markets, and thus
achieve the purpose of protecting the health of the Taiwan people and promoting the vigorous development of Taiwan’s
pharmaceutical trade and development.
4F, No. 158, Songjiang Road, Zhongshan District, Taipei City 10459, Taiwan

http://www.tgpa.org.tw
Taiwan Bio Industry Organization
886-2-26558692
886-2-26557419
Promote the industrialization of biotechnology and facilitate technology development and transfer, organize seminars and
lectures, collect and report on biotechnology-related information, strengthen international exchange and cooperation, and
cultivate industry professionals.
7F-1, No. 3-2, Yuanqu Street, Nankang District, Taipei City 11503, Taiwan

http://www.biotaiwan.com.tw
Taiwan Research-based Biopharmaceutical Manufacturers 886-2-27831262
886-2-27831275
Association (TRPMA)
With innovative spirit and a cooperative attitude, this association aims to strengthen governmental and academic
communication and coordination, speed up resource integration, regulation establishment and market services to meet the
listing requirements for new biopharmaceuticals in Taiwan.
1F, No. 465-1, Section 6, Chung-Hsiao East Road, Taipei 11557

http://www.trpma.org.tw/index.php/tw
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Name of Organization & Address

Tel

Fax

Taiwan Product Quality Research Institute
886-2-27831262
886-2-27928549
Committed to the quality of pharmaceutical products and the research, development and application of related regulations
and policies. Providing the results to the competent authorities for policy-making (amending) reference, promoting
international cooperation and academic exchanges to enhance the level of quality of Taiwan’s medical use pharmaceutical
products.
Room 9330, No. 161, Sec. 6, Minquan East Road, Neihu District, Taipei City 11490, Taiwan

http://www.tpqri.org.tw/index.jsp
Taipei Technology Service and Business Trade Association 886-2-23812388
886-2-23122868
Integrate existing biotechnology companies, provide operation efficiency and quality services, provide a communication
platform for the government and association members; provide members with an accurate and complete service across
the whole industrial value chain from R&D to market entry; assist in the integration of biotechnological resources; and
provide services to facilitate to the amendmentof redundant and incomplete biotechnology regulations.
6F-3, No. 57, Section 1, Chung-Ching South Road, Chung-Cheng District, Taipei 10046

http://www.tbsa.org.tw
ITaipei Biotech Association
886-2-33662524
886-2-83695080
Promote exchange and interaction between government, academia, and research institutions. Promote biotechnology
innovation to create the cluster effect. Develop the bio-industry investment environment and promote the economic
construction of Taiwan’s biotechnology.
Life Science Building, National Taiwan University. Room 908, No. 1, Sec. 4, Roosevelt Road, Da’an District, Taipei City
10617, Taiwan

http://www.biotech-taipei.org
Institute for Biotechnology and Medicine Industry
886-2- 26558168
886-2- 26557978
Integrate government and private resources, provide the core task of compiling biotechnology and pharmaceutical
resources; and making available a cooperation platform to assist in the development of biotechnology, medical care, social
welfare and health service industry.
16F-1(room A), No. 3, Yuanqu Street, Nankang District, Taipei City 11503

http://www.ibmi.org.tw
Healthcare Industry Development Association across the Strait 886-2- 23587779
886-2- 22391003
Promote the medical and health industry, joining cross-field enthusiasts is a necessary for success, achieve the goal of
upgrading the medical health industry through the HIDAS platform mechanism and the action programs for the cross-strait
technology market.
7F-1, No. 7, Zhenjiang Street, Zhongzheng District, Taipei City 10051, Taiwan

http://www.hidas.org.tw
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International Institutions:
Name of Organization & Address
Economic Division, Taipei Economic and Cultural
Representative Office in Japan

Tel
81-3-32807811

Fax
81-3-32807934

20-2, Shiroganedai 5-Chome, Minato Ku, Tokyo 108-0071, Japan
Economic Division, Taipei Mission in Korea

82-2-7329871

82-2-7329874

65-65000100

65-62719885

1-212-3177300

1-212-7541549

1-613-2315080

1-613-2317414

6F, Gang Haw Mun Bldg., 211 Sejong-no, Jongno-Gu,
Seoul, 110-730 Korea
Economic Division, Taipei Representative
Office in Singapore
460, Alexandra Road, #23-00 PSA Building, Singapore 119963
Taipei Economic and Cultural Office in New York (USA)
No. 1, East 42nd Street New York, NY10017 U.S.A.
Economic Division, Taipei Economic
and Culture Office in Canada

45 O'Connor Street, Suite 1960, Ottawa, Ontario Canada K1P 1A4, Canada
Economic Division, Taipei Economic
and Cultural Office, Australia

61-2-61202000

61-2-62731396

Unit 8, Tourism House, 40 Blackall St. Barton, Canberra ACT 2600, Australia
Economic Division, Taipei Economic
& Cultural Office in New Zealand

64-4-4736474

64-4-4738962

44-2070812650

44-2078391871

Level 21, 105 The Terrace, Wellington, New Zealand
Economic Division, Taipei Representative
Office in the UK

5 th Floor, Greener House, 66-68 Haymarket, London SW1Y 4RF, United Kingdom
Economic Division, Taipei Representative Office in Italy

39-06-98262800

39-06-98262803

41-31-3522715

41-31-3522719

31-70-3469552

31-70-3600105

45-33123505

45-33933916

Viale Liegi 17, 00198 Roma, Italia
Delegation Culturelle et Economique de Taipei
(Switzerland)
Kirchenfeldstrasse 14, 3005 Bern, Switzerland
Economic Division, Taipei Representative Office
in The Netherlands
Van Stolkweg 23 2585 JM The Hague, The Netherlands
Economic Division, Taipei Representative Office
in Denmark
Amaliegade 3, 2F, DK-1256 Copenhagen K Denmark
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Name of Organization & Address
Division Economica, Oficina Economica y Cultural
de Taipei, Madrid, Espana (Spain)

Tel
34-91-5701986

Fax
34-91-5709987

Calle Rosario Pino 14-16, Plauta 18 Dcha, 28020 Madrid, Spain
Economic Division, Representative Office in Moscow
7495-9563786
for the Taipei-Moscow Economic and
Cultural Coordination Commission, (Russian Federation)

7495-9563623

3F., 24/2 Tverskaya Street, Korpus 1, Gate 4,125009 Moscow, Russian Federation
Taipei Economic and Cultural Representative Office
in Tel-Aviv (Israel)

972-3-6074789

972-3-6074787

21st FL, Azrieli Center 1, Round Build, 132 Menachem Begin Rd. Tel-Aviv 67012, Israel
Centre Asiatique de Promotion Economique et
Commerciale (C.A.P.E.C.) (France)
75 bis, Avenue Marceau, 75116 Paris, France

33-1-56898100

33-1-56898101
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