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Healthcare and Pharmaceuticals 
Relevant Government authorities: Prime Minister Office (PMO), Ministry of Public Health (MOPH), 
Ministry of Commerce (MOC), Ministry of Finance (MOF), Board of Investment (BOI) 

 
EABC’s Healthcare and Pharmaceuticals Working Group applauds the continued efforts of the 
Government to improve the healthcare sector in Thailand and sees an opportunity to further 
strengthen dialogue and partnership with the Government, developing an attractive investment 
environment and a top-tier healthcare system for Thai patients which this would additionally enhance 
trade, investment and prosperity between Thailand and the European Union as trading partners. 
 
The European healthcare industry is encouraged by Thailand’s acknowledgement of our critical role in 
bringing high-quality products for prevention, diagnosis, treatment and monitoring – but moreover 
being provided the opportunity to play a pivotal role in the creation of a high-value, self-sustaining life 
sciences sector. The EABC’s Healthcare and Pharmaceuticals Working Group stands ready to solution-
oriented dialogues to identify holistic policies that address short-term issues, whilst ensuring long-term 
benefits for patients, Government and industry alike, including through international trade 
agreements. 
 

SUMMARY OF RECOMMENDATIONS 
 
1 Fostering investment attractiveness for innovation and research collaboration 

1.1 Tax and non - tax innovation incentive schemes for foreign and local companies. 
1.2 Enabling viable and accessible local market with available skilled workers to advance 

R&D and ensure access, viability and sustainability of the investment. 
1.3 Amending the inclusion criteria to the innovation list to include international 

innovators to reap full benefits and position Thailand as an innovation hub. 
2 Enhancing regulatory ecosystem and removal of technical barriers to support ease of doing 

business 
2.1 Continued dialogue between the Royal Thai Government and stakeholders in the sub-

regulation development under regulatory reform for medicinal products and medical 
devices  to enhance transparency, involvement and practical resolutions.  

2.2 Enabling fast track registration and new regulatory frameworks to improve and 
facilitate access of new technology 

2.3 Improve regulatory efficiency through encouragement of regulatory framework and 
requirements according to risk-based approach including simplified registration 

3 Appropriate Intellectual Property ecosystem; key enabling factors for healthcare and 
biopharmaceutical innovation 

3.1 Recommendation to increase number of competent patent examiners in particular the 
fields of chemical, device and pharmaceutical researches to speed up review process.  

3.2 Aligning the amended Patent Law with international standards and practices enabling 
efficient registration and protection for increased technology transfer and investment.  

3.3 Adopting patent term restoration and data exclusivity to create a holistic framework 
enticing innovation. 

4 Enabling market environment and sustainable healthcare financing approaches to support 
innovation 

4.1 Transparent procedures for healthcare and pharmaceutical products pricing and 
reimbursement, with due consideration for the value of innovation to therapeutic 
outcomes and clinical needs rather than purely cost saving  

4.2 Level playing field in government procurement, removing local and government 
preferential treatment  

4.3 Exploring solutions to enhance patient access including alternative access models, 
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innovative and value-based financing models, as well as promoting self-care policy as 
contributing solution to promote sustainable healthcare financing, access and budget 
management 

4.4 Further liberalization of the Trade Competition Law to enable trade and investment 

 
 
There have been continual global trends in 
extending of life expectancy and increasing of aging 
population contributing to the rising of non-
communicable diseases, on another hand, the 
progress in treatments providing the patients 
better options to cure with the enhancement of 
quality of life. Thailand is entering to the aging 
society by 2021, it would be strongly needs for 
Thailand to establish the innovative mechanisms 
and solutions to ensure the sustainable system 
including sustainable healthcare financing to 
maintain people in the country in good health with 
good quality of life contributing to the healthy 
economy.                                                                                        
                                                                                                     Figure 1: Aging population trend 
 
Thailand stands to benefit from the changing business model of innovation in the 21st Century which 
has moved away from Vertically Integrated pharmaceutical models where one entity undertakes all 
operations in-house to a Horizontal Cluster of independent universities, research-institute 
combinations and SMEs which jointly collaborate in the invention and patenting of novel medicines. 
The choices of portfolio to be researched are now aligned with the target country’s clinical needs and 
health/disease trend; in-license of intellectual properties developed locally is becoming the business 
norm as global business partnerships form to serve the global market. In parallel, many companies 
from developed economies are outsourcing R&D to more efficient partners in developing economies 
where the innovation eco-system is sufficiently mature for technology transfer. This is where Thailand 
starts to emerge as a semi-developed competency for R&D in medical research.   
 
Thailand has been promoting the collaboration in research and development to drive Thai economy 
forwards which pharmaceutical sector are in the key focused sectors. This would benefit the country 
development not only in the aspect of economic development but Thailand, with its pool of 
researchers and existing unindustrialized research, stands ready to benefit from this trend given pro-
innovation reform in key strategies, policies and laws.  
 
To become a regional leader in healthcare services and the medical research and development sector, 
Thailand needs to develop a long-term innovation embracement policy that is strong and consistently 
implemented; there are needs to be coordinated between the private sector, academic and research 
institutes, multi-government agencies and policy makers. Regulatory and intellectual property 
ecosystems as well as fair market competitive environment are necessary as both international and 
domestic companies will only invest in the risky research process if it is possible to protect the 
intellectual property of these investments and to ensure business certainty in market access. Finally, a 
sustainable system for innovation requires coordination among the public and private sectors.  
 
This document aims to underscore some of the opportunities that need to be unlocked in order to 
enable Thailand from becoming an innovation-led economy and a true leader in healthcare provision 
– a true healthcare hub. 
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EABC would like to support Thai government through collaboration and partnership to enhance 
solutions for better access of innovative medicines, medical devices and self-medications. 
 

1. Fostering investment attractiveness for innovation and research collaboration 
 

To attract research collaborations and sustainable direct investments in R&D and innovative activities, 
framework conditions and tax & non-tax incentives conducive to innovation are vital. Whilst the most 
important condition is a large stock of well-educated labour and human capital, which accelerates 
technological catch-up, a viable regulated market is needed for technological collaboration and 
transfer where private and public or public-interest actors (such as foundations and NGOs) can play 
equally important roles in providing incentives for sharing. There is a positive relationship between 
FDI and the development of innovation, market size and market growth rate are the predominant 
factors for FDI.   
 
As the government has strong agenda to attract FDI and collaboration towards research partnership 
and research investment in Thailand, the Innovation List, which has been established to incentivize 
innovation development through public utility, should also be enabled the enlisting for the 
multinational companies in order to encourage international collaborative investment towards 
innovation in Thailand. The inclusive criteria should additionally value the research investment and 
embrace the direction to move the country towards innovation development. Figure 2 shows that 
Thailand needs further enhancement to attract a fair share of FDI, compared to its ASEAN neighbours. 
 
Figure 2: FDI flows in ASEAN, by host country, 2010–2017 (Billions of dollars) 
 

 
Recommendations: 
 
1. Tax and non - tax innovation incentive schemes for foreign and local companies. 
2. Enabling viable and accessible local market with available skilled workers to advance R&D and 
ensure access, viability and sustainability of the investment. 
3. Amending the inclusion criteria to the innovation list to include international innovators to reap 
full benefits and position Thailand as an innovation hub. 

 

2. Enhancing the regulatory ecosystem and removal of technical barriers to 
support ease of doing business, trade and investment 

 
Enforcement of Licensing Facilitation Act, B.E. 2558 (2015) and the National Council for Peace and 
Order’s announcement (Section 44) related to efficiency in licensing contributed to significant 
improvement in registration and approval timeline in order to facilitate business operations and 
competitiveness especially in the pharmaceutical licensing. Whilst this development supports the 
policy agenda of Medical Hub Super Cluster by enhancing the regulatory environment to promote 
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ease of doing business and investment climate, the legislative amendment of Acts, recently approved 
by the National Legislative Assembly, could potentially impacted to the business operations, notably: 
 
Drug Act amendment: The European industry supports the revision of Drug Act to enable the 
facilitation of regulatory efficiency enhancement involving process reform and appropriate regulatory 
fee, which promotes ease of doing business, as well as, the renewal of marketing authorization 
license. However, the amendment involves the mandatory disclosure of patent information of 
innovative medicines during marketing authorization submissions which this should be ensured that it 
will not subsequently create technical barriers and the concerns on data duplication and deviation 
with the patent database at the Department of Intellectual Property. 
 
Medical Device Act: The EABC supports reasonably increased registration fee to improve the 
efficiency of registration system. We additionally support the new registration process based on risk-
based classification (ASEAN Harmonization) which is aligned with international regulatory standards. 
However, the practical and effective implementations will rely on sub-regulations being properly 
developed. 
 
It would be strongly required to ensure that the developments of sub-regulations according to both 
recent new Acts aligned with international standards and practice and also facilitate implementation 
including the transition period. 
 

Recommendations: 
 
1. Continued dialogue between the Royal Thai Government and stakeholders in the sub-

regulation development under regulatory reform for medicinal products and medical devices 
to enhance transparency, involvement and practical resolutions.  

2. Enabling fast track registration and new regulatory frameworks to improve and facilitate access 
of new technology 

3. Improve regulatory efficiency through encouragement of regulatory framework and 
requirements according to risk-based approach including simplified registration 

 
 

3. An appropriate Intellectual Property ecosystem; a key enabling factor of 
pharmaceutical innovation 
 
In alignment with government direction to promote R&D and drive the economy through innovation 
based industries, it is necessary to have an appropriate intellectual property ecosystem, especially 
through effective patent registration and systematic enforcement, to encourage innovation 
development and attract investors. In this context;   

 Patents encourage the disclosure of information to the public, increasing the public’s 
access to technical and scientific knowledge, otherwise, an individual or corporate 
inventor may choose to keep the research details of an invention secret. 

 In addition, they provide an incentive and reward for innovation and investment in R&D 
and future inventions. Patent pendency results in uncertainty of investment security and 
business risk for innovators and increases the possibility of infringement during the 
pending approval periods.  

 Delays in patent approvals may impact local researcher’s ability to develop incremental 
innovation from existing patents. Incremental innovation (improvements over existing 
technology) is the most likely area in which Thai innovators will be able to make an impact. 
A delayed patent system provides a vague and uncertain patent landscape on what 
subject matter is considered patentable and what can therefore be improved to the 
benefit of the Thai economy. 
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In compliance with WTO TRIPS agreement, the term of a patent is limited for 20 years starting from 
the filing date of the patent application, which is in line with international standards as well as clearly 
defined in Article 33. The present average period of time for Thai patent approval (from application to 
grant) is 12.6 years. Data collected by the WIPO affirms high figures of patent backlog compared to 
other countries, as demonstrated below: 
 
Figure 3: Distribution of patent examination decisions for selected offices, 2016  
 

 
The Department of Intellectual Property (DIP) has been making significant strides to address the 
patent backlog by significantly increasing appropriate resources of competent patent examiners. 
However, this effort should be additionally prioritized to focus the increase of appropriate resources 
in the areas that require high skill of technological advancement and high backlogs like 
pharmaceuticals and biotechnology in order to support the national R&D agenda since 
pharmaceutical is one among the key cluster under Thailand 4.0.  
 
Since the Department of Intellectual Property recently introduced the new draft of Patent Act 
amendment in 2018, EABC would like to strongly support the streamline of patent registration 
process that focuses on the examination bottleneck at both the formality checking stage (i.e., the 
process causing patent applications to not be published within the timeframe) and the substantive 
examination phase, as soon as the scopes remain to align with international standards and 
international patentability in respect of novelty, inventive steps, and industrial application. However, 
the European industry may have concerns in relevant to the sections that may unintentionally create 
delay in the patent registration and not be aligned to international contexts notably; 
 

 The change of opposition system from pre-grant opposition to post-grant opposition: EABC 
supports this direction, however, the legislative amendment should be aligned with the post-
grant opposition under the international context in which the opposition process would occur 
only after the officially granting of patent approval in order not to create unnecessary delay in 
application review and enhance efficiency to promote innovation.  
 
Practically, the result of post-grant opposition should be optional either to remain the 
granting status of patent or to amend the opposed patent under the approved claims or to 
revoke the granting status. 
 



2019 EABC POSITION PAPER Healthcare and Pharmaceuticals 

 

 
6 

 The condition to announce Compulsory licensing (CL)/ and Government Use: It was 
mentioned in the draft Act in the CL section in relation to the trade competition that if the 
trade competition committee have an order that the patent owner may subject to violate the 
trade competition law which cause the difficulty to the access to health services. This section 
is not aligned with the international context since the trade competition context should not 
be related only health but broader scope. 
 

Patent term restoration or adjustment has been established in the international legal framework 
regarding unreasonable delay in patent registration and in marketing authorization procedures, which 
would redress the impingement on the patent rights of affected patent applicants for lost time and 
investment. Observing international standards such as those of the EU, patent term restoration (also 
known as a supplementary protection certificate) will also be given to a patentee wishing to 
encourage innovation by compensating the patentee for the long period of time taken to obtain 
regulatory approval of their human and veterinary medicinal products on the occasions of 
unreasonable delay. Such restoration applies only after the corresponding general patent expires and 
has a maximum lifetime of five years. The term ‘extension’ has been seen and distorted as somewhat 
of a scheme, biased towards monopolization, in which de facto is prejudiced to those investing and 
working in research and development. The term ‘restoration’ better illustrates the concept. 
 
Additionally, data exclusivity, in compliance with the WTO TRIPS agreement, Article 39, is necessary to 
provide a measure of certainty to the innovator that they will be provided with a period of protection 
for their efforts of testing a drug and ensuring its safety and effectiveness for patients no matter 
when, where or how long it takes to bring a drug to market. Patents are an important form of 
intellectual property, but are not themselves necessarily sufficient to create the favourable 
environment needed to support the development of medical advances. Data exclusivity is not an 
extension of patent rights, and it does not prevent the introduction of generic versions of the 
innovative drug during the data exclusivity period, as long as the marketing approval of the generic 
version does not use or rely upon the innovator’s test data. 
 
 

Recommendations: 
1. Recommendation to increase number of competent patent examiners in particular the fields of 
chemical, device and pharmaceutical researches to speed up review process.  
2. Aligning the amended Patent Law with international standards and practices enabling efficient 
registration and protection for increased technology transfer and investment.  
3. Adopting patent term restoration and data exclusivity to create a holistic framework enticing 

innovation. 

 
 

4. Enabling market environment and sustainable healthcare financing approaches 
to support innovation 
 
Having adequate and sustainable healthcare financing is one among key enabling factors to ensure a 
greater chance of success in innovation development, due to the market environment. It is important 
that the government manage to have appropriate and adequate sources of funding since increasing 
chronic diseases and life expectancies associated with an aging population tends to drive overall 
healthcare expenditures up.  This will also ensure sustainable access to healthcare, treatment 
outcomes and quality for patients, which require public and private efforts to provide alternative and 
collaborative solutions in long term.  
 
This should be developed through a multi-stakeholder approach, aiming for sustainable long term 
solutions rather than short term measures, which may result in reduced access for patients. The 
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European industry also experienced similar challenges in the other government agencies including in 
the European countries, which we also experienced some solutions to bring that for benefit of 
Thailand development like alternative access models, innovative and value-based financing models, as 
well as promoting self-care policy as contributing solution to promote sustainable healthcare 
financing. This could support the sustainable system development to enhance patient access for 
pharmaceuticals and medical devices and government budget management. 
 
In addition, the market environment would be another key enabling factor for innovation and 
attracting the investment especially in the current circumstances of the procedures for 
reimbursement and national government procurement which if improved for clarity, consistent 
enforcement and transparency, it will support the investment promotion.  
 
Referring to the reimbursement landscape, Thailand is a semi-reimbursement country, but only for a 

partial population the ‘Civil Servant Medical Benefit Scheme (CSMBS)’ the reimbursement of any 

innovative medicines is applicable immediately after marketing authorization. The policy related to 

Oncology Prior Authorization (OCPA) under the Comptroller General’s Department could impact the 

patient treatment outcome and limitation of access as there is the list of targeted therapy which will 

be under non-direct reimbursement condition that patients will need to have advance payment for 

the medication treatment affecting significant financial burden and challenges to the eligible patients 

to obtain the access and reimbursement and any innovative medicines registered after the 1st January 

2018 will not be eligible for any reimbursement. This creates major concerns on process and selection 

criteria for OCPA listing and exclusion to non-direct reimbursement which are unofficial and 

inconsistent across individual company and products. 

 
In addition, under the current circumstances of the national government procurement, the 
preferential treatment has been granted to its state-owned pharmaceutical enterprises. It is observed 
that state-owned pharmaceutical enterprises can benefit particular privileges that other privately-
owned domestic and foreign companies could not receive since the government procurement 
regulation allows the state-owned enterprise, specifically the Government Pharmaceutical 
Organization (GPO), strong preferences and price advantages that the hospitals need to purchase 
medicines exclusively from the GPO. This practice distorts the market mechanisms of the public 
healthcare and pharmaceutical market. Therefore, EABC would like to propose that a level playing 
field should be exercised with open competition in order to best serve consumers and patients. Any 
preferential treatment for state-owned pharmaceutical companies or national companies should be 
eliminated. It is essential that legislation, in procurement, regulatory frameworks, and Trade 
Competition Law, must be reviewed for further liberalization to allow competition on an equal basis. 
We would also like to encourage Thai government in consideration on accession to the Agreement on 
Government Procurement (GPA) under the WTO framework which Thailand has been an observer to 
the GPA since 2015. This will bring the advantage to the country as the benefit of GPA members and 
good governance in Thai procurement system. 
 
 

Recommendations: 
1. Transparent procedures for healthcare and pharmaceutical products pricing and 

reimbursement, with due consideration for the value of innovation to therapeutic outcomes 
and clinical needs rather than purely cost saving  

2. Level playing field in government procurement, removing local and government preferential 
treatment  

3. Exploring solutions to enhance patient access including alternative access models, innovative 
and value-based financing models, as well as promoting self-care policy as contributing 
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solution to promote sustainable healthcare financing, access and budget management 
4. Further liberalization of the Trade Competition Law to enable trade and investment 

 


