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ABSTRACT 

 

 Myanmar pharmaceutical firms are small manufacturer and always try to 

survive in local markets due to the competition, lack of market access, complex 

regulatory pathway and not embracing the latest marketing strategies adopted by 

international companies. This study aims to analyze the opportunities and challenges 

of local pharmaceutical industry in Myanmar. The research method is a mixture of 

quantitative and qualitative approaches, the require data has been collected from the 

primary and secondary sources which together provided more comprehensive 

information. It was found that the local Pharmaceutical industries face the challenges 

of lack of ready accessibility to available pharmaceuticals, high prices for imported 

raw materials, and poor of laboratory facility for research and development. It also 

found that there are also many opportunities such as promote self-sufficiency, create 

new jobs, achieve independence from international suppliers, develop local industrial 

capacity and produce foreign exchange through exportation of domestically 

manufactured medicines for local pharmaceutical industry. 
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CHAPTER 1 

INTRODUCTION 

 

1.1 Rationale of the Study 

Medicines are lifesaving, lifestyle-changing, health improving magical potions 

taken to cure illnesses and maladies, alleviate moods, and generally set right, all that 

is going wrong physiologically and psychologically in the system. The purpose of 

medicine usage is a longer, improved quality of life, reduced pain and suffering, and 

of course, a huge monetary loss, since medicines are not cheap.  

The healthcare industry is one of the fast growing, high potential sectors that 

needs reform, extension, and improvement to ensure better healthcare facilities so as 

to prevent the outflow of patients to other countries. The pharmaceutical sector is one 

part of the larger healthcare sector which incorporates all the drugs, medicines, tonics 

and injections needed for treatment and health improvement. The key to health and 

wellness in Myanmar also lies in access to medicines manufactured in one of the 

neighboring ASEAN nations or far off European countries. The era of globalization 

has helped many Myanmar Pharmaceutical companies to expand operations beyond 

traditional medicine. Changes in regulatory, patent and market trends will drive 

opportunities for generic drugs and hence very big opportunities for Myanmar 

pharmaceutical companies in local markets. Myanmar relies heavily on India, 

Thailand, Philippines, France, U.S., and China, for pharmaceutical products. The 

large share comes from Indonesia, which accounts for roughly half of all healthcare 

imports, according to Government statistics. However many Myanmar pharmaceutical 

companies find it difficult to survive in local markets due to the competition, lack of 

market knowledge, complex regulatory pathway and not embracing the latest digital 

technologies adopted by global companies. 

Myanmar local companies produce a substantial volume of active 

pharmaceutical ingredients (APIs). The Myanmar local pharmaceutical manufacturing 

sector is also moving toward comprehensive compliance with strict regulatory 

controls based on newly adopted government policies. Myanmar is focusing 
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substantial resources on development of advanced research and development (R&D) 

capacity for new pharmaceutical products, including biological and plant-based 

products. Myanmar’s strategy appears to include encouraging cooperation with 

foreign-based multinational originator companies investing in the establishment of 

research facilities. 

The world relies to a large extent on the private sector and market dynamics to 

manufacture medicines that address public health needs. In this regard, a number of 

developing countries have encouraged the local production of pharmaceuticals as part 

of an industrial policy. Such being the case, this study focus on encouragement of 

local pharmaceutical firms to overcome the challenges by analyzing the potential 

benefits. 

 

1.2 Objective of the Study 

The principal objective of this study is to analyze the opportunities and 

challenges of local pharmaceutical industry in Myanmar.  

 

1.3 Method of Study 

The research method is a descriptive method with a mixture of quantitative 

and qualitative approaches. The required data has been collected from both primary 

and secondary sources which together provided more comprehensive information. 

Primary data was collected through distribution of questionnaire to the respondents in 

selected pharmaceutical production firms and distribution companies. A structured 

questionnaire has used to collect primary data. On the other hand secondary data such 

as the performance of production companies and distribution companies were 

collected from newspapers, published books and journals. 

 

1.4 The Scope and Limitation of the Study 

This study covers the challenges facing Myanmar pharmaceutical industry, 

and the chances as an opportunity bearing in mind that these challenges are not only 

facing Private but more specifically the Government pharmaceutical industry. These 

challenges emphasized on three categories; main challenges, external challenges, and 

self-challenges and opportunities focused on their economic future. In this study, it 

does not include the case concerning with the political impacts. The secondary data 

was used between the period of 2013 to 2018. 
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1.5 Organization of the Study 

This study is organized into five chapters. Chapter I is introductory chapter 

with rationale, objective of the study, method of study, scope and limitation of the 

study, and organization of the study. Chapter II presents the literature base on 

opportunities and challenges of Global pharmaceutical industry. These reviews 

provide deep insights into what constitutes an emerging market and  list  the  major  

influences  of  these  markets  towards  local  manufacturing  sites. Chapter III studies 

pharmaceutical industry in Myanmar, which includes the elements of local demand 

are analyzed and critically reflected within a pharmaceutical and emerging market 

context. Chapter IV analyses pharmaceutical industry in Myanmar, and the challenges 

and opportunities for local market. Chapter V summarizes the results of the study, 

drawing conclusions and recommendation with regard to opportunities and challenges 

of local pharmaceutical factories in Myanmar.  
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CHAPTER 2 

LITERATURE REVIEW 

 

2.1 Global Pharmaceutical Industry  

Pharmaceutical industry is one of the best sectors of the industry because of its 

contribution to keep the global population healthy by bringing down disease burden to 

the world. Pharmaceutical industry is intense capital and technology driven industry 

because of the intrinsic complexities like developmental challenges for new drugs, 

regulatory challenges for commercialization, huge capital requirement, longer 

gestation period, delay in return on investments and frequent changes in disease 

trends. This industry has been contributing to both human and financial health of the 

world. 

Globalization is the tendency of investing funds and moves the business 

beyond domestic and national markets to other markets around the globe, thereby 

increasing the interconnection of the world (Albrow, Martin, King E. , 1990). It is the 

process of international integration arising from the interchange of worldviews, 

products, ideas and other aspects of culture. 

The global pharmaceutical companies played a very important role in the area 

of development of new drugs which are very effective and safe. In spite of challenges 

from regulatory agencies, ethical committees for clinical trials, long gestation periods, 

one out of thousand success rates, billions of dollars investment for each molecules, 

companies continue to invest in research to bring new molecules for challenging 

diseases. 

With a change in disease trends, emergence of latest technologies in diagnosis, 

increased average life of humans, increase in health conscious, implementing 

healthcare programs by the governments and access to newer drugs, the future of 

global pharmaceutical industry is bright. While in developed countries growth is flat 

due to the prevailing healthcare challenges, emerging markets continue to grow 

phenomenally (Kumra, 2015). 
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2.2  Determinants of Operational Excellence (OPEX) in Pharmaceutical 

 Industry 

Starting with the determinants of Operational Excellence that shape the 

structure and purpose of any OPEX initiative, the chapter goes on to present the 

elements of Operational Excellence that translate strategic requirements into 

operational activities and defines the author’s understanding of OPEX. Thereafter, 

OPEX is brought into the context of pharmaceutical manufacturing.  

 

2.2.1 Manufacturing Strategy 

On the regulatory side, the Food and Drug Administration (FDA) is well on 

the road to its transformation from an overhead intensive approach to quality to one 

that focuses more on scientific rigor than on compliance. While the outcome for brand 

name and generic pharmaceutical is still not fully understood, there can be no doubt 

that the entire industry recognizes that the levels of scientific rigor and document 

traceability will need to be higher than ever before (Chatterjee, 2010). 

While change has always been a part of the life sciences landscape, the rapid 

pace and magnitude is significant, as it pertains to our quality and business paradigm.  

With the emergence of the BRICK (Brazil, Russia, India, China and Korea) countries 

comes their capability to supply low cost APIs that now extend to the global supply 

chain. And this underscores the need for more effective, far-reaching strategic 

planning. 

The first involves extending the global supply chain, both up and down.  

Initially, many of the emerging markets presented an opportunity for low cost APIs. 

For many therapies this represents a significant factor of the overall standard cost.  

However, early attempts to measure these overseas manufacturers against ICH Q7A 

fell far short of what European and U.S. manufacturers were doing. Over the last ten 

years the sophistication of these API manufacturers has increased, with China alone 

supplying 80 percent of the world’s APIs and over 40 percent of the U.S. market’s 

APIs. Along the way there have been some very high profile missteps that have cost 

customers dearly.  Despite the quality risks, there is little doubt that low cost API 

suppliers will remain a central strategy for most U.S. and European pharmaceutical 

companies. 

In addition to API manufacturing, big Pharmaceutical is exploring the cost 

benefits of expanding manufacturing into these emerging markets.  At this juncture, 
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the business and regulatory considerations become inextricably intertwined. As an 

integral component to any Business Continuity exercise, the regulatory strategic and 

tactical plan will provide the key to leveraging available capacity and capability 

within an overseas operation.  Leveraging a highly educated workforce and having 

access to lower cost capital makes good strategic sense. While the benefits of these 

new markets are undeniable, the complexities of project management escalate 

exponentially. Peculiarities with local building codes (when designing a facility in 

China, an old building code written during WWII required that we put a bomb shelter 

in the ground floor of the manufacturing building!), the influence of local unions and 

the constant vigilance required to ensure workmanship standards against design are 

just a few of the challenges to meet when trying to construct an overseas facility 

(Chatterjee, 2010). 

While the advantages of these supply chain expansions are clear, industry is 

looking for other opportunities with less business risk.  One rapidly growing area 

involves escalating outsourcing for the pre-clinical discovery process.  The discovery 

process represents two strategic opportunities in terms of competitiveness.  First, 

outsourcing the discovery activities allows parallel processing when evaluating time 

to market (TTM) reduction.  Second, the GxP (Good Practice guidelines) overhead for 

this activity is less critical: it requires less compliance and due diligence.  Even so, 

utilizing these outsourced pre-formulation services needs to be done thoughtfully, so 

there is confidence in the data and conclusions.  

As the global supply chain expands globally, the need for control and visibility 

throughout the process is ever more critical.  The FDA highlighted this in their 2006 

guidance regarding e-pedigree. Regrettably, the industry has been slow to embrace 

this guidance and the agency has been reluctant to enforce it.  Hand in hand with this 

expansion come the issues of information management and security of this 

information, central to ensuring supply chain integrity. As more stages of the drug 

development lifecycle are outsourced, the need for data integrity and knowledge 

management becomes more important. And this risk becomes more complicated as 

the emerging markets grapple with a steady stream of evolving Intellectual Property 

(IP) law. IP protection is often the lynch pin component to a competitive strategic 

plan and it factors prominently in the decision making process. Fortunately, 

technology has provided solutions which can quickly impart security and traceability.  

RFID and data encryption have become more commonplace for global deployments, 
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particularly in mature organizations where sophisticated quality and costing 

principles, such as Cost of Poor Quality (COPQ) are integral to measuring business 

performance. Stealth technology exists that can be applied to a network to make it 

invisible to hackers or counterfeiters attempting to hijack data. 

The final element that has become more prominent in the strategic thinking is 

sustainability. Over the past 30 years, the concept of sustainability has evolved to 

reflect the perspectives and expectations of both the public and private sectors.  And 

they differ somewhat. A public policy perspective would define sustainability as the 

satisfaction of basic economic, social and security needs, now and in the future, 

without undermining the natural resource base and environmental quality on which 

life depends.  From a business perspective, the goal of sustainability is to increase 

long-term shareholder and social value, while decreasing industry’s use of materials 

and reducing negative impacts on the environment. 

But what is common to both perspectives is recognition of the need to support 

a growing economy while reducing the social and economic costs of economic 

growth.  To this end, Leadership in Energy and Environmental Design (LEED) based 

designs are growing as a foundation for any strategic business or facility plan 

expansion. As social responsibility creeps into the measureable objectives of an 

organization’s strategic implementation, the ability to balance being a good corporate 

citizen with shareholder value become an essential element in any successful long-

term plan. Although they may not share the same sustainability mindset, even the 

emerging markets recognize the value of sound energy management and effective use 

of natural resources to sustain business growth. 

As our markets take shape, evolving an organization’s strategic business plan 

to adapt to these new elements would be essential to continued success in a 

marketplace in flux. As regulatory professionals, we need to understand—not just be 

aware of—the impact and interplay of these elements.  This allows a regulatory path 

that will not only ensure compliance, but also support the broader longer-term drivers 

for business performance there need to remain competitive in the years to come. 

 

2.2.2 Manufacturing Output & Capabilities 

 Similar to the accepted number of strategic priorities – the elements to define 

the manufacturing strategy, scholars support different dimensions and terms for a 

factory’s manufacturing output. Most researchers consider the four basic dimensions 
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cost, quality, delivery, and flexibility, others have a more differentiated view. These 

discrepancies stem from insufficient definitions and differing levels of analysis. 

(Miltenburg, 2008) 

 Initially defined in the manufacturing strategy by ranking a set of competitive 

priorities, it is specified and measured to what extent a factory is ultimately capable of 

producing the required output. Obviously, the same dimensions are applied to control a 

manufacturing function’s output and to assess its performance (Colotla, 2003). In turn, a 

factory’s manufacturing capability is the ability to deliver output in accordance with a 

defined strategy (Kim, 1996). The level of manufacturing capability influences a factory’s 

ability to improve or change. Existing capabilities build the foundation for new 

manufacturing capabilities. The larger the existing basis, the more opportunities exist to 

build on (Miltenburg, Setting manufacturing strategy for a company’s international 

manufacturing network, 2009). A list of manufacturing outputs and appropriate 

capabilities as commonly discussed in the literature is illustrated in Table (2.1). 

 

Table (2.1) Manufacturing Outputs & Capabilities 

Manufacturing output Manufacturing capability to … 

Cost 

 … control financial inputs to 

manufacture the product (e.g., material, 

labor,  verhead, and other resources)  

Quality 

 … provide products whose features meet 

or exceed customers’ specifications and 

expectations, and assure on-going 

conformance to meet assured 

specifications  

Delivery speed and reliability 

 … meet or exceed the expected delivery 

speed and keep delivery promises on-

time and in-full  

Product range and design flexibility 

 … produce a wide range and mix of 

products, or conduct design changes 

quickly  

Order size and delivery flexibility 
 … change order sizes or delivery times 

quickly  

Innovativeness 

 … introduce innovative and novel 

products, processes, or products which 

enable the customer to be innovative  
Source: Miltenburg (2009)  
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While manufacturing capability need to control financial inputs on the 

products such as material, labor, verhead, and other resources, cheaper and effective 

medicine can distribute to market. Although quality maintain as a standard to world 

class, factories also must provide products whose features meet or exceed customers’ 

specifications and expectations, and assure on-going conformance to meet assured 

specifications. 

Meanwhile, factories often had a too simplistic view of manufacturing, having 

low costs   as the only demand. This view, however, misses several dimensions of 

manufacturing, which leads to both missed opportunities and mismatch problems in 

the production. Areas related to content are manufacturing outputs while the process 

of manufacturing capabilities refers to the way the strategic manufacturing decisions 

are made. 

 

2.2.3 Shaping the System: Manufacturing Levers 

Decisions derived from the manufacturing strategy have both structural and 

infrastructural implications on the manufacturing system. However, a mere dichotomy 

between structure and infrastructure is too crude to sufficiently describe how 

decisions are translated into actions (Slack and Lewis, 2002). Several scholars have 

introduced categorizations of these decision areas (Hallgren and Olhager, 2006). 

Miltenburg (2009) rephrased the term ‘decision area’ as ‘manufacturing lever’ 

in order to emphasize that managerial decisions shape the entire system. Each of these 

manufacturing levers is equally important and must not be marginalized or 

disregarded. The particular position of any lever is the result of several decisions that 

have been made in the respective area over the course of time. The current positions 

of all levers that are used for adjustments determine the type of the manufacturing 

system, its manufacturing capability, and finally its performance (Miltenburg, 2009). 
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Table (2.2) Structural and Infrastructural Levers of a Manufacturing Site 

Structural Levers 

Capacity  Capacity flexibility, shift patterns, 

temporary subcontracting policies  

Facilities  Size, location and focus of manufacturing 

resources  

Manufacturing process technology  Degree of automation, technology choices, 

configuration of equipment into lines, cells, 

etc., maintenance policies and potential of 

developing in-house processes  

Vertical integration  Strategic make versus buy decisions, 

supplier policies  

 

Infrastructural Levers 

Organization  Structure, accountabilities and 

responsibilities  

Quality policy  Quality assurance and quality control 

policies and practices  

Production control  Production and material control systems  

Human resources  Recruitment, training and development, 

culture and management style  

New product introduction  Design for manufacture guidelines, 

introduction stages, organizational aspects  

Performance measurement and 

reward  

Financial and non-financial performance 

measurement, recognition and reward 

systems  

Source: Mills, Platts, Neely, Richards and Bourne, (2002) 

 

2.2.4 Research and Development 

The pharmaceutical sector is Research and Development (R&D) driven and it 

is strictly controlled. On the supply side, it can be stated that the sector is dominated 

mostly by originator chemical drugs and generic drugs (ITA, 2010). Originator 

chemical drugs (brand-name drugs) are based on substantial research and 
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development (R&D) and are clinically tested both on humans and animals in order to 

be approved by the appropriate institution. The inventors of these drugs relies heavily 

on patents so that they can return their investments in R&D and be able to continue 

the development process of new medicines. Generic drugs (generics) are 

characterized as duplicates of the originator chemical drugs, which poses the same 

dosage form, strength, quality and performance characteristics. What differs from the 

two products is that generics are available in the following situations: after the patent 

protection given to the original innovator have expired; the patent owner gives the 

rights to another company, or it is authorized by the United States. On the demand 

side, the pharmaceutical industry is different from other sectors because the consumer 

(the patient) is not the one that makes the decision regarding the medicine that he/she 

needs to take due to the fact that the drugs are prescribed by the doctor (the decision 

maker). There is also a difference in regards to who is responsible for covering the 

medicine costs- it is common a national scheme to bear the costs (Commission, 2008).  

There is a high tension between generic and originator companies especially, 

when most of the originators` drugs’ patents are about to expire and as a consequence 

the market can be overwhelmed by generics. This phenomenon is known as the 

“patent cliff” in the pharmaceutical industry and affects significantly all the different 

parties involved in the market. In order to find a solution to the issue, originator 

companies have started using strategies such as “evergreening”, which is defined as 

"weak" patents strategies that block generics companies from entering the market 

(Labs., 2010). Evergreening is a widespread practice by multinational cooperation and 

enterprises (MNEs) which aims to prolong the existing monopoly by slightly 

modifying an existing drug and seek a new patent (Stanbrook, 2013). Problems arise 

between MNEs and national governments especially in developing countries such as 

China, India and Brazil due to conflicts of interest. One of the most important things 

that divides the developed and developing country is not only the imbalance of 

resources but also the uneven level of knowledge, which is a crucial element for 

successful development (Stiglitz, 2008). From one side, MNEs pursue IPR protections 

of modified old drug in order to justify the investments spend on research and 

development. From another side, national governments in developing countries need 

to provide cheap medicine to the population which in most cases is under the average 

standards.  
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2.2.5 Human Resource Management (HRM) 

Modern approaches of human resource management (HRM) are seen as an 

enabler to increase operational performance (Inchniowski et al.,, 1997). Employees’ 

knowledge about a company’s products, processes and customers, rooted within the 

organization’s routines and social interactions, can yield a competitive advantage 

(MacDuffie, 1995). Cua (2000) found that the concept of human resource 

management permeates TPM, TQM, and JIT, and thus constitutes an integral part of 

these programs’ implementation (Armstrong, 2004). 

Practices that are covered by HRM include teamwork, flexible job 

assignments, employment security, incentive payment, and training in multiple jobs 

(Ichniowski et al., 1997). Multiskilling requires extensive training but facilitates 

problem-solving and subsequently allows for job rotation within or across working 

teams (Macduffie, 1995). Cua (2000) later added a strategic perspective and referred 

to committed leadership, strategic planning, cross-functional training and employee 

involvement as important elements of HRM. She argued that implementing such 

practices is expected to create the requisite environment and motivation that is 

essential for organizational learning(Armstrong, 2004). 

In order to ultimately contribute to an organization’s performance, Macduffie 

(1995) lists three conditions that innovative human resource practices have to 

conform with: 

 employees must possess knowledge and skills that managers lack, 

 employees have the motivation to apply their knowledge and skills through 

discretionary effort, and 

 the company’s business or production strategy can only be achieved due to 

its employees’ contribution of discretionary effort. 

 

2.3 Pharmaceutical Supply Chain (PSC) 

In order to describe a typical PSC, parties that form this supply chain should 

first be identified. According to Shah (2004) and Pedroso and Nakano (2009), a 

typical PSC includes, but is not limited to, the following parties: manufacturers, 

intermediaries, healthcare providers, and customers (Schwarz, 2011). A typical PSC is 

illustrated in Figure (2.1). 
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Figure (2.1) A Typical Pharmaceutical Supply Chain 

 

 

Source: Own compilation based on literature 

 

Manufacturers include, among others, pharmaceutical and biotechnology 

manufacturers, medical suppliers, and medical device producers. Intermediaries 

include wholesalers, mail order distributors, and group purchasing organizations. 

Healthcare Providers include hospitals, physicians, and pharmacies. Customers 

include government, employers, and individuals. 

Manufacturers can be categorized into primary and secondary manufacturers. 

Primary manufacturers produce the active pharmaceutical ingredients (APIs) of the 

medications. Secondary manufacturers are responsible for transforming the active 

ingredients into usable drugs (e.g. tablets, capsules). After that, finished products are 

distributed to the healthcare providers through intermediaries (e.g. wholesalers, 

distributors). Some manufacturers deliver their products directly to healthcare 

providers and bypass intermediaries (Kritchanchai, 2012). 

A distinct feature of a PSC is that final consumers (patients) do not fully 

understand the medical practice; hence, they have control neither over drug choice nor 

over the amount to be consumed. As a result, healthcare providers play an important 

role in PSC. Because they write prescriptions for patients, demand for drugs is 

dependent on healthcare providers (e.g. physicians and hospitals). This feature 

highlights the importance of technical information flow for demand creation in PSC 

as opposed to other industries’ supply chains (Pedroso, 2009). 

 

2.3.1 Innovation System’s Boundaries 

In the last twenty years, the number of different IS have emerged. From one 

side, it is possible to notice, that these approaches share similarities, but from another 

side, they concentrate on the various aspects of IS (see Figure 2.2) (Johnson, 2009). 

The concept of National System of Innovation (NIS) can be used in various 

ways. A framework that helps to analyze processes of innovation (radical or 

incremental), actors and policy makers with a strong focus on learning and modes of 

innovation (STI and DUI), forms of knowledge and diffusion activities (Lundval, B. 
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A & Johnson, 1994). This concept is gaining recognition also among the global 

organization, such as OECD and the European Union to study the production and 

innovation level of countries (Lundvall, 2007). The definition of NIS is an open, 

evolving and complex system that encompasses relationship within and between 

organizations, institutions and social-economic structures which determine the rate 

and direction of innovation and competence-building emanating from processes of 

science based and experience-based learning” (Lundvall, 2009). However, NIS faces 

several challenges, such as uneven distribution and access to education and 

knowledge, consequence, it has influence to country’s welfare levels. To transfer the 

NIS approach from one country to another cannot always be successful, because of 

different country’s institutions and characteristics (Lundvall, 2007). 

The use of Regional System of Innovation (RIS) has been growing rapidly 

since the middle of the 90s. Cooke (1992) and Braczyk (1998) were one of the first 

that emphasized the significance of the RIS concept (Cooke, 2001). The RIS is 

defined as a set of interacting private and public interests, formal institutions and 

other organizations that function according to organizational and institutional 

arrangements and relationships conducive to the generation, use and dissemination of 

knowledge” (Doloreux, David, and Saeed Parto, 2004). To protect competitive 

advantage of regions, policy strategies should stimulate learning processes locally. 

The RIS elements (institutions, universities and public organizations) have a trustful 

relationship between each other and have common interests. Hence, the learning 

interaction and innovation is induced (Cooke, 2001). 

The second innovation approach focuses on Sectorial System of Innovation 

(SSI), that was developed by Malerba (2002). The main building blocks are the 

institutions, knowledge, heterogeneous actors and networks.  

The third innovation approach is Technological Innovation System (TIS) that 

was developed by Carlsson and Stankiewicz (1991). TIS is defined as the “dynamic 

network of agents interacting in a specific economic/industrial area under a particular 

institutional infrastructure and involved in the generation, diffusion and utilization of 

technology. 

To conclude, emerged approaches (NIS, RIS, SSI, TIS) are important for the 

innovation process. They together are perceived as “focusing devices aiming at 

analyzing and understanding the process of innovation (rather than allocation) where 

agents interact and learn (rather than engage in rational choice)” (Lundvall, 2009). 
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Figure (2.2) Innovation Systems Boundaries/Approaches 

 

Source: Own compilation based on literature 

 

2.3.2 World Class Manufacturing (WCM) 

The World Class Manufacturing (WCM) project was initiated in order to 

identify successful practices of ‘best’ performing manufacturing sites. By comparing 

several manufacturing sites in advanced economies, Hayes and Wheelwright (1984) 

established the commonalities and manufacturing patterns which are common to 

successful sites. The researchers argued that building competitive strength is 

dependent on a set of manufacturing practices summarized in six world class 

dimensions such as 

 Workforce skills and capabilities 

 Management technical competence 

 Competing through quality 

 Workforce participation 

 Rebuilding manufacturing engineering 

 Incremental improvement approaches 

Hayes and Wheelwright (1984) found that successful companies differ from 

less successful ones in the emphasis they put on competitive priorities, thus creating 

their own and unique strategic profile (Benito, 2005). They argue that it is not 

desirable to pursue each competitive priority with equal emphasis as “it is difficult (if 

not impossible), and potentially dangerous, for a company to try to compete by 

offering superior performance along all of these dimensions simultaneously, since it 
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will probably end up second best on each dimension to some other company that 

devotes more of its resources to developing that competitive advantage.” (Hayes R. a., 

1984). Instead, companies should focus on specific dimensions to develop their 

unique capabilities.  

The WCM perspective was also taken up by other authors having their own 

descriptions of the concept focusing on manufacturing practices like TQM and JIT. 

Schonberger (1986) listed 16 manufacturing principles that accounted for WCM, 

some of which are in line with the principles of Hayes and Wheelwright (1984), cited 

in (Friedli, 2013). The attributes of various world class organizations which are also 

in accordance with the work of Hayes and Wheelwright (1984), cited in (Friedli, 

2013). Hall (1987) defined manufacturing excellence as a system that comprises JIT 

production, employee participation, standardized tools and machinery, supplier 

integration, and design-for-manufacturability (Friedli, 2013). Hayes and Pisano 

(1994) conclude that excellent companies consider their capabilities early on to set the 

right focus on practices that pave the road to a long-term success. The focus on 

superior organizational capabilities that have to be developed over time provide a 

sustainable competitive advantage to surpass competitors (Pisano, 1994). 

 

2.4 Challenges in Pharmaceutical Manufacturing 

Challenges in pharmaceutical manufacturing constitute the continuous pursuit 

of improvement of a production plant in all dimensions. Improvement is measured by 

balanced performance metrics comprising efficiency and effectiveness, thus, 

providing a mutual basis for an improvement evaluation. 

 

2.4.1 Regulations Inhibit Innovativeness 

The pharmaceutical industry is a highly regulated industry whose rules, 

guidelines, regulations and laws must be followed meticulously by manufacturers. 

This need for regulation stems from an information asymmetry between the 

manufacturers on one side, and the consumers on the other side. Both consumers and 

medical practitioners are not able to assess the products’ safety, quality and 

effectiveness themselves, and thus have to rely on regulatory bodies to do so 

(Brhlikova, 2007). 

In the late 1960s, the World Health Organization (WHO) prepared its first 

version of Good Manufacturing Practices (GMP). Specifically, GMP “is that part of 
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quality assurance which ensures that products are consistently produced and 

controlled to the quality standards appropriate to their intended use and as required by 

the marketing authorization.” (WHO, 2007). 

The WHO’s GMP guidelines have been adapted by individual countries, e.g., 

US FDA-GMPs, EU-GMP and regions, e.g., the areas of ASEAN and Mercosur. 

GMPs have also been acknowledged in the norms of the International Organization 

for Standards (ISO) and the International Conference on Harmonization (ICH). The 

enforcement of GMP standards, however, rests on individual national forces 

(Brhlikova, 2007). These standards govern the entire lifecycle of drug production; 

moreover, several regulatory bodies from the West are involved in the development of 

international guidelines (see Table 2.3). In this dissertation, the focus lies on the 

manufacturing of drugs and the associated challenges. 

 

Table (2.3) Pharmaceutical Adaption Standards  

Drug lifecycle Guidelines WHO ICH EU UK US 

Drug discovery  Good Laboratory 

Practice  
          

Clinical trials  Good Clinical 

Practice  
         

Manufacturing  Good Manufacturing 

Practice  
          

Distribution  Good Distribution 

Practice  
          

Post-marketing 

surveillance  

Pharmacovigilance  
          

Source: (Brhlikova, 2007) 

 

Regulations impact on the pharmaceutical industry’s innovativeness and 

improvement. Compared to other industries where processes are improved on a 

continuous basis, the regulatory constraints within pharma inhibit innovation and 

freely conducted improvement activities (Basu, 2013). Thus, “many manufacturing 

procedures are treated as being frozen and many process changes are managed 

through regulatory submissions.” (FDA, 2004). The fear of getting stuck in long and 

costly regulatory approval procedures causes many pharmaceutical manufacturing 
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organizations to refrain from any changes throughout their processes’ lifecycles, and 

to stick to inefficient operations and out-of-date processes (Basu, 2013). 

 

2.4.2 Pharmaceutical Regulations in Thailand 

 Thailand is the neighboring country of Myanmar which is similar the system 

of medicinal production regulation but some policies and strategies are different 

between two countries. So, there were many lessons to be learned to improve as 

necessary for Myanmar.   

The Food and Drug Administration (FDA), under the Ministry of Public 

Health (MOPH), is the main agency in charge of drug approval and registration. Its 

main sections relating to pharmaceutical registration are: 

 Drug Products, under the Drug Control Division; 

 Import Licenses, under the Division of Manufacturing and Import Facilities 

Control; 

 Product Registration, under the Food Control Division, and 

 Label Registration, which is also under the Food Control Division. 

Thailand’s regulatory environment for pharmaceuticals is not as well enforced 

as in other Western countries, leading to widespread bribery and corruption in the 

FDA and other agencies of the MOPH. The country’s economic slump has only 

aggravated this problem by leaving the FDA understaffed and with an annual budget 

of only US $10 million (minus the $3 million spent on workers’ salaries) – less than 

the budget of many provincial offices. Thus, the FDA has been taking quite a long 

time to fully consider drug approvals, often taking several years to complete the 

process. 

Recently, the government made some revisions to the FDA’s structure in order 

to minimize corruption and speed up approval. Two years ago, it decreed that only 

one FDA official should be in charge of the licensing approval process, instead of the 

previous arrangement where individual FDA officials controlled various parts of the 

licensing process (for example, one unit in a particular division of the FDA 

responsible for issuing licenses for product sales would have to wait for reports from 

authorities in another unit on inspection of the manufacturing site, as well as technical 

documents from yet another unit before it could give approvals). 
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The change aimed to reduce bribery by cutting out FDA “middlemen” who 

would make sure that the documents of the products and the pharmaceutical firm 

under their responsibility moved faster from one unit to another. As a result, 

authorities are now able to trace back on work pending in the agency more easily. 

The government also plans to focus the FDA’s efforts only on monitoring and 

improving the quality of drugs in the market, steering the agency away from such 

previous (and distracting) responsibilities as overseeing the proper operation of 

drugstores in country. Instead, the latter will be transferred to the government’s 

Pharmacy Council, and the government hopes that the switch will increase the speed 

and efficiency of the FDA’s operations. 

The government, however, has been slow to respond to claims that the FDA, 

in order to function effectively for the benefit of the public and free from political 

interference, should partly receive autonomy and be administered as an executive 

agency with a board of representatives from consumer groups, academics, the 

business sector, and the media. 

Under this plan, only a part of the FDA would become “independent,” and 

legislative sections of the FDA could stay in the bureaucratic system. Supporters of 

this plan, many of whom are in the FDA itself, claim that the greater administrative 

power the FDA would gain after being taken out from under the MOPH could greatly 

speed up drug approval. The FDA was notified in regulation in that cannot allow for 

import drug as can produce in local factory. 

In late 1998, the FDA requested the Secretary for Public Health that it be 

allowed to become an independent executive agency, and urged public health 

administrators to reconsider their earlier decision against that plea. However, no 

decision has been made on this proposal yet. 

Previously, the MOPH classified pharmaceuticals into “modern” and 

“traditional” (i.e. herbal) pharmaceuticals. Modern pharmaceuticals, which included 

generic and new drugs for human use as well as veterinary products, were further 

divided into three categories: 

•  Ready-packed pharmaceuticals, which are similar to those available in over-

the-counter drug stores; 

•  Dangerous pharmaceuticals, which must be sold by a registered pharmacist; 

and 

•  Specialty controlled pharmaceuticals. 
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However, the modern/traditional classification was too general, leading to 

multiple sub-categories for different drugs and creating general confusion over how 

certain drugs were to be treated in the market. For example, many drugs in the Thai 

market were misclassified as “dangerous drugs,” and thus according to law kept off 

the National List of Essential Drugs (NLED, the standard drug price list in Thailand). 

As a result, manufacturers were prevented from advertising these products in media 

other than professional medical publications, ultimately lowering sales. 

 

2.4.3 GMP in Emerging Markets 

 The WHO’s Good Manufacturing Practices have also been implemented in 

emerging markets’ regulatory systems. However, the standards in emerging markets 

are often less strict than those enforced by US and European regulatory bodies, and so 

enforcement mechanisms and sanctions across a drug’s production cycle vary. The 

national differences in the jurisdiction and strength of regulatory codes reflect the 

interests and power of the various stakeholders and regulating authorities (Brhlikova, 

2007). 

The WHO suggest sanctions against manufacturers in emerging markets that 

fail to comply with GMP; however, it is in the hand of individual governments to 

monitor and enforce these guidelines (Brhlikova, 2007). 

China, for instance, had enforced a policy requiring the country’s 

pharmaceutical manufacturers to pass the GMP certificate by July 2004 at the latest. 

About 40% of Chinese manufacturers failed to pass the certification within time, 

leading to a significant reduction in the number of domestic pharmaceutical 

manufacturers. The remaining companies’ competencies have since been lagging 

behind those of multinational manufacturers (Chan, 2011). Discussing country-

specific GMP standards, Mrazek and Fidler (2004) argue that with regard to some 

emerging markets, and especially Russia, “it is important to note that these standards 

are less stringent than the GMP standards defined by WHO or those of the European 

Union.“ Brhlikova et al. (2007) researched GMP in India and found that some Indian 

companies try to acquire GMP certificates on the black markets; the introduction of 

GMP caused a significant barrier to market entry and growth to domestic 

manufacturing organizations. Achieving GMP compliance also poses a series of 

challenges to African pharmaceutical manufacturers, as summarized in Table (2.4). 
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Table (2.4)  Challenges for African Manufacturers towards Achieving 

 Universal GMP Standards 

Technical expertise Financial considerations 
Infrastructure 

requirements 

 Access to know-how for 

designing, upgrading to 

and running GMP 

compliant facilities 

 

 Access to skilled human 

resources  

 

 Access to export markets 

and their current 

fragmented nature  

 

 

 Competitive production 

given cost structure 

 Variability in quality 

amongst market players 

 Market context 

 Policy incoherence 

 Access to affordable 

investment capital  

 Reliable utilities 

(implications for cost 

as well as compliance 

with GMP)  

 

 Uncoordinated and/or 

vertical approaches to 

developing the sector  

 Access to 

bioequivalence centers 

 Lack of market data 

 Regulatory oversight  

 Underdeveloped 

supporting industries  

Source: UNIDO (2012) 

 

Focusing on multinationals from emerging markets, Bartlett and Goshal 

(2000) argue that multinationals usually enter the global marketplace at the lower end 

of an industry’s value curve and have difficulties in moving upwards. Depending on 

companies’ position in the value chain, and respectively their position in the global 

value curve, they have differing capabilities to manufacture their products compliant 

to international standards (UNIDO, 2012). 

 

2.5 Global Drug Quality 

 Despite (some) country-level efforts to monitor and enforce GMPs, drugs 

manufactured by companies from emerging markets are known for their inconsistent 

quality. Not only is the quality of products occasionally poor, but China and India are 

also responsible for the vast majority of counterfeits that end up on the international 

health market (Lewis, 2009). Problems of product quality and product counterfeiting 
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are not limited to these two countries – they affect all BRIC nations and a long list of 

Latin American nations (Bate, 2008). 

 Bate (2010) analyzed 1,838 drug samples of various pharmaceutical 

manufactures from advanced and emerging countries (see Table 2.5). The author 

found a substantial disparity in drug quality between large and small domestic Indian 

manufacturers. The highest variability in product consistency was found in African 

producers, followed bydrugs made in China and Vietnam (Bate, 2010). Assessing 

quality risks at offshore sites in emerging markets, Gray et al. (2011) found that also 

Western multinationals in emerging markets face difficulties in achieving similar 

quality risk levels compared to manufacturing in their home countries (Gray, 2011). 

 

Table (2.5) Tested Drug Quality – Emerging vs. Advanced Countries  

 Total samples tested 

Total Samples 

Failing Raman 

Spectrometry 

Percent 

Failed 

Large Indian producers a 471 6 1.3% 

Small Indian producers b 327 29 8.9% 

Chinese producers  169 13 7.7% 

Southeast Asian 

producers c 
69 4 

5.8% 

Western producers d 438 1 0.2% 

African producers  302 28 9.3% 

Producers in mid-income 

nations e 
62 7 

11.3% 

TOTAL  1,838 88 4.8% 

Source: Bate (2010) 

Note: a. more than $300 million in annual revenue; b. less than $300 million in annual revenue; c. 

countries include Thailand and Vietnam; d. countries include those within European Union, as well as 

Switzerland and United States; e. countries include Brazil, Turkey and Russia 

 

 Bate (2010) argues product quality is least consistent in drugs that are made by 

small pharmaceutical manufacturers for their domestic market and concludes that 

many domestic pharmaceutical companies of emerging markets are not able to 

manufacture drugs compliant with the standard of Western GMP. It is, however, 
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important to note that while product quality may be found to be poor by international 

standards, it is often seen as relatively good in comparison with other local 

manufacturers and regarded as sufficient within an emerging market context (Bloom, 

2013). 

 Quality defects in pharmaceutical products put patient lives at risk. From an 

economic perspective, quality defects entail a number of severe problems for an 

affected organization, e.g., loss of revenue, remediation costs, legal charges and fines 

etc. which can threaten business survival (Calnan, 2013). 

 

2.6 Review on Previous Studies 

 Mya Mya Htay (2019) only focuses on the production activity of Insein 

Pharmaceutical factory, and also emphasizes on finding effective organization, wide 

policies make the sustainable development of the pharmaceutical production factory 

of Insein and fulfill the country’s pharmaceutical need for public health sector. The 

objective of that study is to examine the important of drugs or medicines for both 

preventive and curative public health-care sector and to analyze the pharmaceutical 

production and products pharmaceutical factory (Insein) for public sectors in 

Myanmar (Htay, 2019). 

 Previously, Mohammed Al-Shakka was dwelt into the challenges facing 

Yemeni pharmaceutical industry, bearing in mind that these challenges are not only 

facing Yemen but more specifically the Arab pharmaceutical industry. These 

challenges could be divided into three categories; main challenges, external 

challenges, and self-challenges (Al-Shakka, 2016).  

In that paper, was found these days, pharmaceutical industry thrives as one of 

the largest and exponentially expanding global industries. Nonetheless, millions of 

people in low income developing countries, have to suffer from the fatal 

consequences of the inaccessibility and non-availability of essential drugs. This is also 

happening in Yemen, where the pharmaceutical manufacturers sector have to face up 

to many challenges.  
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CHAPTER 3 

PHARMACEUTICAL INDUSTRY IN MYANMAR 

  

3.1 Overview of Myanmar Pharmaceutical Industry 

Myanmar has a significant growth in the pharmaceutical market started from 

the last decade, worth of US$ 160 m in 2010 to US 344 m in 2016 and the total 

pharmaceutical expenditure has been increasing at 11-12% per annum according to 

“the Trading Economics”. Since Myanmar is free from the international sensation, the 

country is opening up and the investment of healthcare companies and the Market 

Expansion Services providers are expected to increase according to the ASEAN 

Economic Community (AEC). The estimated size of Myanmar’s pharmaceutical 

industry is about US$ 100-120 million in Cost, Insurance and Freight (CIF) value. 

The Government has implemented the policies and long-term strategic plan for the 

healthcare system into action during 2017-2021. The Ministry of Health aims to 

enable every citizen to attain full life expectancy and enjoy longevity of life and to 

ensure that everyone is free from diseases. 

The pharmaceutical market in Myanmar is mainly depended on the foreign 

imported medicines and drugs as Myanmar’s domestic pharmaceutical industry is still 

small. Most of pharmaceutical products and drugs are mainly imported from other 

countries like India, Bangladesh, China, Indonesia, Pakistan, Thailand and Vietnam. 

The 85% of the drug market are imported products and India takes the lead with 40-

45% of the market share. All imported medicines and supplies have to be registered 

and authorized by the Food & Drugs Administration (FDA). The FDA inspects the 

importers, pharmaceutical plants and the quality of drugs. Around 5000 types of 

medicines are currently imported. 

According to the Myanmar Pharmaceutical & Medical Equipment 

Entrepreneurs’ Association (MPMEEA), there are 1163 local companies, 26 foreign 

companies, 3214 individuals, 16 manufacturers in March 2017. The 60% of the total 

pharmaceutical product sales are made in Yangon and Mandalay. The major 

pharmaceutical companies which are leading in the Myanmar’s drug market are 
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DKSH Business Unit Healthcare, GE Healthcare, Sun pharmaceuticals, Dr. Reddy, 

Cipla and Ranbaxy respectively. Other local companies which mainly lead the market 

are Fame pharmaceutical, San Lwin Trading Company, AA medical product, GETZ 

Pharma limited and TAJ Pharma limited. Unlike other countries where the clinics, 

drug stores and pharmacies are around every corner, the number of such medical 

outlets is very few in Myanmar. The clinics and hospitals from private sectors have 

their own sources from the preferred medicine distributors. 

Myanmar people’s awareness in healthcare is increasing and the growing 

middle class is favoring on western drugs for quality and efficiency than traditional 

medicines. Price remains an issue but manufacturers know the limited paying capacity 

of local customers, and therefore keep their prices at lowest possible levels. 

Additionally, drugs that reach the market through cross border trade come at cheaper 

prices. 

New hospitals with foreign private investments are under construction. The 

new law under the new government allow 70% foreign ownership in clinics and 

hospitals. Therefore, Myanmar pharmaceutical and healthcare industry is expanding 

over the time and Myanmar people can now have various choices such as having 

access to buy latest drugs in local markets and to take treatment in home country 

rather than travelling overseas for their health. 

There are three parts to the sector: manufacturing, healthcare, and distribution. 

The government opened up the manufacturing sector in 2013, and there are now about 

ten factories under construction or that have started production, which is a good sign. 

Myanmar is a member of the World Trade Organization and the World 

Intellectual Property Organization, but is legally exempted from the obligation to pass 

an intellectual property law until 2023. A copyright law is expected to come out soon, 

but the patent law will be introduced only after this temporary waiver comes to an 

end. 

Myanmar’s pharmaceutical market is estimated to be worth about US$600 

million and is expected to grow to $1 billion in the next five years. If there is more 

investment in manufacturing, pharmaceutical companies will be able to sell their 

products competitively. 

While there is significant potential, for the industry to grow the government 

needs to establish a solid national procurement policy that encourages domestic 

production. In many countries, there is a points-based, preferential system for local 
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products. This would not necessarily only benefit Myanmar-owned factories if 

factories built with foreign investment were also considered domestic manufacturers. 

Because import taxes are so low—the customs duty is only 1.5 percent—it is 

easy to do business by importing and selling products, which puts unnecessary 

pressure on the Myanmar currency, the kyat. Major investments are needed to 

stabilize the exchange rate, not just investments in sales and distribution. 

Under World Health Organization Good Manufacturing Practice, all factories 

have their quality control, quality assurance and are regulated by the Food and Drug 

Administration, which inspects products produced by local factories quite frequently; 

more than imported products. 

 

3.2 Challenges of Pharmaceutical Products and Infrastructure 

Some problems that had been solved have re-emerged as the country 

undergoes political changes. One major challenge is the implementation of 

regulations at the directorate level. At the ministry, or policy level, there is much good 

will to improve business-friendly regulations, but there are challenges in 

implementing the policies down the line. For example, under the Union Tax Law, 

there is a commercial tax exemption for pharmaceutical products and medical devices, 

on which customs is not supposed to collect any import tax. 

Now when we apply for an import license, an import recommendation letter or 

an approval letter from the FDA is required to identify it as a medical device. But 

customs officials may claim not to know if it is a medical device or not, or interpret 

the letter as not being addressed to them. This can cause delays up to two months to 

clear goods. 

Air-conditioned transport is an issue in this country. Traffic congestion is 

common here. For products that need to be stored at less than 25 degrees, this poses a 

logistical challenge, as they can be exposed to high temperatures for many hours on 

the road. 

 The power supply is another challenge, especially for storage. This is because 

pharmaceutical businesses need up to three types of storage conditions, each at a 

different temperature, for their products. To create these conditions, we need air-

conditioned rooms. The irregular electricity supply means we must have a backup 

diesel generator. 
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As part of good storage practice, we need a contingency plan. When there are 

frequent power blackouts, backup generators are no longer for backup, but normal 

daily use. For distribution warehouses, we must be prepared for the backup 

generator’s failure, which necessitates a secondary backup generator. 

These are costs that add up, on top of the product cost. Companies that can 

afford this can invest, but retail outlets may find these conditions for storage 

challenging. In Yangon, companies can only build new generators behind buildings, 

due to the Yangon City Development Committee’s revision of the law, and not all 

buildings have enough room to house such generators. 

Under FDA standards, companies must have their storage facilities audited 

before they can begin importing pharmaceutical products, which improves storage 

conditions. The FDA also requires companies to have a backup generator— but not a 

secondary backup generator. 

Problems occur at the retail level too. The FDA carries out inspections of 

outlets. But if they shut down all the pharmacies that don’t have good air-conditioned 

storage, that would probably affect more than 90 percent of the pharmacies across the 

country. 

 

3.3 Pharmaceuticals Market of Myanmar 

According to market research agencies the total pharmaceutical expenditure in 

Myanmar has been growing at 11-12% per annum, and has increased from USD 390 

million in 2014 to USD 440 million in 2015. However, these values are lower than 

most ASEAN nations including Singapore whose population is one tenth that of 

Myanmar. Growth prospects with governmental initiatives are high and the market is 

expected to touch USD 1.12 billion by 2023. 

However, most of the pharmaceutical products sold come from countries like 

India, Bangladesh, China, Indonesia, Pakistan, Thailand and Vietnam. Research 

figures indicate that total pharmaceutical imports accounted for 85% of the drug 

market and India takes the lead with a strong 40-45% market share. All imported 

drugs have to be registered and authorized by the FDA that inspects pharmaceutical 

plants and importers and also tests the quality of drugs. At present, approximately 

5000 drug varieties are imported into Myanmar. 

There is a vast market for generic drugs and all types of prescription drugs 

including steroids and antibiotics can be purchased over the counter. This is 
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responsible for big Indian companies like Sun Pharmaceuticals, Dr. Reddy’s and 

Cipla capturing a significant market share of the local market. Another reason for the 

success of Indian companies is the lower price levels they can be procured at, 

compared to bigger international brands. When funding is not available and the 

patient has to pay out of pocket, cheapest options are sought – and this comes from 

Indian manufacturers. India also happens to be a neighboring country and trade across 

the border also takes place. Additionally, doctors and physicians are comfortable 

prescribing affordable Indian medicines since they are trusted for quality. 

Currently the Myanmar pharmaceuticals market is dominated by imports. 

There are only a handful of domestic producers of pharmaceuticals, with most market 

demand instead met by products from neighboring countries, specifically India, 

China, Thailand and Bangladesh, as well as Pakistan and Vietnam. BMI Research 

reported that pharmaceutical sales totaled USD456 million in 2017, to grow around 

7% to 2022. Currently the market for pharmaceuticals is very price sensitive, and 

generics dominate. Gradually there will be more space for brand-name products, as 

the economy continues to expand. 

Imported pharmaceuticals must be registered with the Ministry of Health and 

Sports’ Food and Drug Administration Department, though the body is understaffed 

and under-resourced, impacting its ability to test and approve drugs, as well as crack 

down on counterfeits. It has however successfully carried out some enforcement 

action. In addition, state-owned Myanma Pharmaceutical Industrial Enterprise is 

responsible Intellectual property rights are a major hurdle in encouraging 

pharmaceutical development. Many of Myanmar’s IPR laws are outdated and spottily 

enforced, though the 1992 National Drug Law does outlaw counterfeit 

pharmaceuticals. A suite of four new IPR laws are being considered, including a 

Patent Law, which will shore up legal protections when passed. In addition, 

Myanmar’s Competition Law came into force last year, though it remains to be seen 

in practice how it will be applied. 

 

3.3.1 Domestic Production and the Distributor Network 

The country’s own pharmaceutical industry is grossly underdeveloped with 

most of the local supplies, accounting for only 20% of the demand, come from the 

state owned Myanmar Pharmaceutical Factory that comes under the purview of the 

Ministry of Industry. The factory has been set up to manufacture tablets, capsules, 
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powders, lotions, injections, Biological and Vaccine Products to initiate the import 

substitution process. The factory produces about 190 items that are various types of 

medicine. A single private player named Fame Pharmaceutical has a GMP certified 

facility but produces herbal and organic medicines used to treat serious diseases like 

cancer and tuberculosis. Its product range includes 45 different kinds of herbal 

medicines that are exported to countries like Japan, Thailand, Singapore, Taiwan and 

South Korea. 

There are over 100 pharmaceutical distributors operating in Myanmar, whose 

sales force manage to reach even the most remote corners of the country. Significant 

among these are distributors like the Swiss owned DKSH and Maxxcare which 

distribute both prescription and over the counter drugs. DKSH has a strong presence 

in many Asian countries and in addition to drugs, is also a distributor for medical 

devices. The company has been operating in Myanmar for 15 years, having 

established a network of 60 sub-distributors through whom its products reach 19000 

retail outlets, has 7 warehouses, including 2 with cold chain capabilities. This reach of 

DKSH makes it the preferred choice for multinationals like Roche, Bayer and Sanofi 

to expand their sales without having to be concerned about compliance issues. 

Maxxcare has also created a towering presence in the pharmaceutical world and is the 

first distribution company that has received ISO 9001:2000 certification, and its sales 

force has access to the most remote parts of Myanmar. Some of the pharmaceutical 

brands under the company include Lupin, Novartis, Pfizer, GSK, MSD and Kalbe. 

 

3.3.2 Opportunities: Pharmaceuticals-Promise of Growth 

Awareness about health is increasing among the Myanmar people and the 

growing middle class is veering away from traditional medicines towards western 

drugs, due to their conviction about their quality and efficacy. This demand is being 

met through imports and the biggest volume of imports is of vitamin C tablets and 

antibiotics. Price remains an issue but manufacturers know the limited paying 

capacity of local customers, and therefore keep their prices at lowest possible levels. 

Additionally, drugs that reach the market through cross border trade come at cheaper 

prices. 

International pharmaceutical companies are flocking into Myanmar since they 

see a barely tapped market of over 57 million people. Official figures indicate a USD 

100- 120 million, but pharmaceutical specialists put the figure at USD 400 million 
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since data available is based on customs value and not on the actual sales volume, and 

figures not incorporated are the illegal cross border trade and the under reporting of 

goods actually brought into the Myanmar market. 

New hospitals with foreign private participation are coming up. Under the new 

rules formulated by the government the healthcare sector will permit 70% foreign 

ownership in clinics and hospitals. This has attracted private hospitals like 

Bumrungrad and Bangkok Hospital to set up representative offices and Samitivej 

Hospital has tied up with Parami Hospital to set up an international clinic which 

promises services that match international standards. Efforts are on to improve 

medical college education as well. The healthcare industry is getting an impetus from 

the government as well through increased allocations in the budget, and relaxation of 

rules for foreign investment. 

The market is expanding in terms of the quality and range of drugs available, 

to include supplements and some of the newer, safer drugs. For the first time perhaps, 

the residents of Myanmar have the luxury of choice. It is only a matter of time before 

we see local manufacturing begin and people of Myanmar getting the entire range of 

the latest drugs in local markets, no longer needing to travel overseas for treatment, or 

having to carry back packages of medicines from trips abroad. 

 

3.3.3 General Challenges faced by Pharmaceutical Sector 

Long and healthy lives are one of the few matters that are equally perceived as 

crucial for everyone regardless of the culture. This is one of the most important 

sectors where innovation has a substantial impact on the health and wellness of 

millions of people. The pharmaceuticals are of high interest for both society and 

economy. The industry is defined as companies that are involved in various activities, 

such as research and development (R&D), manufacturing and marketing drugs and 

biological (ITA, 2010, p. 1). The market is highly competitive and it is dominated by 

large multinational corporations (MNEs). In the recent years though, there is an 

increase in the number of small specialized ventures in the sector. One of the main 

reasons for having large companies in the sector is the fact that sufficient investments 

are needed. It is estimated that the average cost of bringing a new drug to the market 

is more than $800 million (Boldrin and Levine 2005). Intellectual monopoly has 

dominated heavily in this sector. 
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Lehman (2003) discussed that in some industries that are based on 

technological knowledge, inventors can wait until the last moment before sharing the 

idea to the market. This automatically gives them maximum patenting time of 20 

years. It is different in the pharmaceutical industry due to the fact that the inventions 

should be revealed in the early stages because of government regulations. The 

knowledge regarding the new drug should be communicated between scientists and 

clinically tested in order to fulfill the safety and efficacy regulations. 

 

(a) Legal Requirement 

The Myanmar (Burma) government enacted the National Drug Law (the ND 

Law) in 1992. The basic purpose of the ND Law is to control and systematically 

regulate the manufacture, import, export, storage, distribution and sale of drugs.  

The ND Law is administered by the Ministry of Health and Sports (the 

MOHS). In the MOHS, according with Health, there is composed of a total of 14 

departments and institutes. They are: Office of the MOHS, Institute of Dental 

Medicine, Department of Health (DOH), Malaria Institute of Myanmar, Department 

of Health Manpower, Department of Health Planning, Department of Traditional 

Medicine, Department of Medical Research, Department of Medical Service, Institute 

of Medicine 1, Institute of Medicine 2, Institute of Community Health, Institute of 

Nursing and Institute of Pharmacy. The state-owned hospitals are also supervised by 

the MOHS.  

Under section 4 of the ND Law, the Myanmar Food and Drug Board of 

Authority (the Board) was formed. The chairman of the Board is the Minister of 

Health. The Board consists of 19 members from various ministries. Section 5 of the 

ND Law gives the Board wide-ranging authorities and responsibilities.1 Section 6 of 

the ND Law confers on the Board the power to delegate to any organization or any 

person its functions and duties.  

When the ND Law was implemented in 1992, Central Food and Drug 

Supervisory Committee and Food and Drug Supervisory Committees (the Supervisory 

Committees) in every Myanmar State, Division, District and Township were formed. 

Also, in accordance with section 29 of the ND Law, the Food and Drug 

Administration (the FDA) was formed under the DOH to administer all food and drug 

matters. The FDA plays a major role in monitoring food and drug registration. 
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(b) The Food and Drug Administration (FDA) 

The Food and Drug Administration (FDA) was established in 1995 as one of 

the divisions under the Department of Health. The FDA division was upgraded to a 

separate department in April, 2013. The aim of the department is to ensure the safety 

and quality of Food, Drugs, Medical Devices and Cosmetics in the country. FDA 

Headquarter is located in Nay Pyi Taw, the capital city of Myanmar, with five major 

divisions: 

Administrative division, Drug Control division, Food Control division, 

Cosmetic and Medical Device Control division and Laboratory division while 

preexisting Yangon and Mandalay branches acting are still as major branches, control 

activities have greatly expanded with the establishment of new FDA branches in other 

Regions and State. In addition, FDA has also established branches in important border 

trade zones such as Muse, Kalthaung, Myawaddy and Tamu. 

FDA is responsible for issuing GMP certificate for local food manufacturing 

businesses, import and export recommendation, import and export health certification. 

Drug control activities include marketing authorization for new product, variation of 

existing authorization, quality control laboratory testing, adverse drug reaction 

monitoring, Good Manufacturing Practice inspection and licensing of manufacturers, 

wholesalers, enforcement activities, drug promotion and advertisements. FDA issues 

notification and import recommendation of medical devices and notification of 

cosmetics. 

 

(c) Regulatory 

The country’s Pharmaceutical Industry is just in its infancy. Reports available 

are very old and suggest the country has around 150 pharmacists, one state owned 

manufacturer besides 60 private small scale manufacturers. The trade has 275 

wholesalers and 20 importers. 

MFDBA: Lays down policies, provides guidance on production, distribution, 

importation, exportation, quality assurance, standard setting. 

FDSCs: The State/Division FDSC, under the Director General of the 

Department of Health, licenses drug wholesalers and retailers. The CFDSC licenses 

local drug manufacturers and gives drug importation approval certificates to the 

importers. At township level the FDSCs are managed by the Township Medical 

Officers. The committees consist of the Township Medical Officer, the Commander 
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of the Police, and the representatives of the City Development Committee and the 

General Administration Committee. 

FDA: Established in 1995, responsible for issuing marketing authorization for 

pharmaceutical products, inspecting manufacturing plants and importers, and testing 

the quality of drugs. 

DAC: Evaluates and registers drugs. Prior to submission to the DAC, 

applications are reviewed by staff from the registration section of the FDA - which 

consists of the Assistant Director of the Drug Control Section and two pharmacists. 

Registration applies to imported as well as domestically manufactured 

products, and covers both the public and private sectors. Guidelines for drug 

registration have been formulated, and require that anyone applying for registration 

should be a resident of the Union of Myanmar. In the case of foreign companies, the 

applicant must be a legal representative domiciled in Myanmar but need not be the 

sole importer of the drug. Once a drug is registered, it can be imported into the 

country by anyone who has a license to import pharmaceuticals. Companies must pay 

US$100 for registration assessment fees, followed by US$300 for registration fees 

(registration of drugs). 

Myanmar is to comply with the concept of ASEAN regulatory harmonization 

and ACTD format. In 1979, Myanmar developed and established the National List of 

Essential Medicines (EML) comprising of 254 items (122 essential, 132 

complementary). The medicines in NLEM (2016) have been categorized as A = 

everyone (for any doctor) with first choice for the patient, B = Alternative to A, C = 

for experts (experienced doctors), D = Trained personnel with expert qualifications 

(drugs to be used in specialized centre), E1 = National Programme Drugs (eg. HIV, 

TB for Myanmar) and E2 = Specialist in specialized centre, kept by authorized body 

of the hospital, allowed by request (drug is expensive for some rare diseases or 

conditions, eg., liposomal amphotericin B, digoxin specific antibody) for central 

procurement. The numbers of items in each category are A = 217, B = 38, C = 139,  

D = 89, E1 = 41, and E2 = 13 and total of (486) medicines are included in NLEM 

(2016). Some of the items are included in one or two categories (eg. Ampicillin is in 

category A and C based on dosage form). Therefore, counting the items are (537) by 

category. [c] – symbol is placed next to an individual medicine or strength of 

medicine it signifies that there is a specific indication for restricting its use to 

children. 
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(d) Commercial Tax and Customs Duties  

 Under the Commercial Tax Law a commercial tax is charged on all goods 

produced within the county or imported. The commercial tax payable is liable to be 

paid by the manufacturer or the importer. The government may grant exemption from 

tax with respect to any kinds of goods. The Sea Customs Act provides that the 

government may fix duties and tariff-values of any goods exported or imported on 

which customs duties are imposed. The government may also exempt any goods 

imported into, or exported from, the country from the whole or any part of the 

custom-duties leviable on such goods. In exercise of power conferred by the CT Law 

and the SC Act, the Ministry of Finance and Revenue has issued notification No. 

1/93, in which 36 kinds of medicine are exempted from custom duty and commercial 

tax. The commercial tax payable on other medicines is 5% on the landed cost for 

imported goods or the sale receipt for that manufactured in the country. The custom 

duties payable on the other medicines is at rates ranging from 0% to 1.5% on tariff 

values. 

 

3.4  Common Features of Pharmaceutical Industries in Myanmar 

Because of the unstable socio-political atmosphere generated by crime and 

corruption in most developing countries, the economy still tends to show 

characteristic features of extreme capitalism and is still much consumer-oriented. 

Therefore, it has been clearly observed that indigenous industries in Myanmar 

whether pharmaceutical or otherwise have the same characteristics that can be 

summarized as follows: 

a. A high percentage of the processed raw materials are imported that is, the 

industries are secondary types with no primary base. 

b. Heavy machine and equipment used are mostly manufactured overseas 

and imported.  

c. Labor is still very cheap. 

d. The market is vast due to very high population in Myanmar. 

e. Highly qualified indigenes, professionals and research experts in 

universities and research centers are now being recognized and consulted 

for technical services. Unlike before where foreign technical advisers or 

experts are often preferred and consulted. 
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3.4.1 Levels of Pharmaceutical Manufacturing Industries 

There are three different levels of production that pharmaceutical 

manufacturing industries can operate and they include the primary, secondary and 

tertiary levels (O’Connor, 2017). 

 

(a) Primary Production 

Primary production is the processing of raw materials to create Active 

Pharmaceutical Ingredients (APIs) and additives/ excipients or ancillary substances 

used in pharmaceutical formulation. The final APIs, which is the biologically active 

compound in the formulation that produces the therapeutic effect, should meet 

pharmacopeia or similar requirements. Primary manufacturing may involve either 

chemical or biological processes requiring different types of production facilities, 

technologies, skills and knowledge. The manufacture of active ingredients is the most 

expensive aspect of pharmaceutical production because of the necessary investment in 

capital equipment, process development and quality assurance systems. The more 

sophisticated the products, the greater the capability and skills required to develop and 

maintain the production processes. 

 

(b) Secondary Production 

Secondary production is the large-scale processing of finished dosage form 

such as tablets, capsules and injections, from raw materials or intermediate products, 

often from both local and imported sources. Production of sterile preparations (such 

as injections, antibiotics, and intravenous fluids) and non sterile preparations (such as 

oral solids, liquids and topical preparations) can be carried out with either locally 

produced or imported packaging materials. Although less technically demanding than 

primary production, this stage must be completed to precise specifications. It requires 

modern, high-speed, precision equipment to produce pills, capsules, and liquids, often 

in large quantities and at very low unit costs, which are targets that small facilities 

find difficult to achieve, especially while also meeting international GMP standards. 

They can be seen as factories registered by law to formulate and produce various 

dosage forms. The secondary industries depend entirely on the primary industries for 

their drugs and excipient raw material inputs. Similarly, both the primary and the 

secondary industries cannot function without the ancillary or support industries, i.e, 
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the tertiary industries such as the engineering/ tool industries, paper, plastic, glass and 

metallic packaging unit industries. 

 

(c) Tertiary Production 

These include packaging and labeling finished products from primary and 

secondary sources into bulk packs, smaller dispensing packets, bottles, or course of 

therapy units for individual use. The initial quality of the pharmaceutical product 

established in the earlier phases of production must be maintained in the tertiary and 

final step, so ensuring high-quality standards through rigorous operational procedures 

is important. Tertiary production also addresses specific local needs for certain 

formulations, labeling, and packaging. 

In addition to the above levels of production, pharmaceutical manufacturing 

industries can also be categorized into small, medium and large scale based on the 

overall production output. The small-scale industries are owned by private individuals 

while the medium scale is owned by a group of persons or shareholders. The so-called 

large scale industries are foreign controlled and made up of multinational 

corporations. 

 

3.4.2 Current Opportunities and Challenges of Myanmar’s Pharmaceutical 

Industry 

The pharmaceutical industry traces its root from two sources; the first of these 

were local druggist that expanded from their traditional role of distributing botanical 

drugs such as quinine and morphine to wholesale manufacture in the mid-19
th

 century. 

The function of the industry is to research, develop, produce and market drugs or 

pharmaceuticals for use as medications. Its aim is to produce safe and effective 

medicines with cost efficiency and productivity to the manufacturer. The potential for 

national or local production of quality assured, low-cost pharmaceuticals to meet 

national needs is an issue that has been debated and discussed for several decades. 

The justifications or challenges that initiated the need for local production of 

pharmaceuticals include; 

a. The problem of lack of ready accessibility to available pharmaceuticals 

b. High prices for imported raw materials 

c. Inefficient regulatory policy 
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These challenges have prompted public and political interests in considering 

local production of pharmaceuticals with the aim to 

a. Promote self-sufficiency 

b. Achieve independence from international suppliers 

c. Develop local industrial capacity 

d. Produce foreign exchange through exportation of domestically 

manufactured medicines and  

e. Create new jobs. 

Until the middle of the 20th century, most developing countries like Myanmar 

only imported finished pharmaceutical dosage forms such as suspensions, syrups, 

tablets, creams, ointments, suppositories, powders, capsules, and parenteral 

preparations all of which were imported by either multinational drug companies, 

government or some wealthy indigenous private entrepreneurs. Serious attention was 

not paid to the local production of raw materials, dosage forms or processing 

equipment. However, in recent times, the trend has changed and these are beginning 

to gain more attention especially the local production of dosage forms and some 

processing equipment. 

Although a large proportion of dosage forms are still being imported or 

purported to be imported from industrially developed countries like India, China, 

USA, Europe, Parkistan, Taiwan, Brazil etc., government has also tried to encourage 

indigenous investors to move away from the sole importation of finished goods to the 

manufacture of simple products. This is an indication that serious effort still needs to 

be made in order for Myanmar to meet the drug and health needs of the citizens. 

In this study, the National List of Essential Medicines (NLEM) which is now 

becoming very important not only for procurement but also for health care providers 

to do as a reference. Revision of NLEM was based the four important documents such 

as National List of Essential and Complementary Medicines and Vaccines for 

Myanmar (2010), Thai Essential Medicines List (2012), WHO Model List of 

Essential Medicines 18th edition, WHO Model list of Essential Medicines for 

Children 3rd edition. 

In the National List of Essential Medicines, Complementary Medicines and 

Vaccines for Myanmar (2010), there were (4) categories such as: 

E = Essential Medicines for basic health care system 

E* = Essential Medicines recommended for tertiary referral level 
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C = Complementary Medicines 

C* = Complementary Medicines recommended for tertiary referral level. Total 

items were (341). 

Normally, the NLEM should be updated two yearly according to the WHO 

guideline. The issue of updating was also discussed and considered based upon the 

information came out from various health sectors and programmes, such as updated 

treatment regime, drug resistant conditions, control drug policy, drugs from 

programme which were supported by WHO,NGOs, INGOs. 

The medicines in NLEM (2016) have been categorized as follows: 

A  = everyone (for any doctor) with first choice for the patient 

B  = Alternative to A 

C  = for experts (experienced doctors) 

D = Trained personnel with expert qualifications (drugs to be used in  

          specialized centre) 

E1 =  National Programme Drugs (eg. HIV, TB for Myanmar) 

E2 =  Specialist in specialized centre, kept by authorized body of the  

 hospital, allowed by request (drug is expensive for some rare diseases 

 or conditions, eg., liposomal amphotericin B, digoxin specific 

 antibody) for central procurement 

The numbers of items in each category are as follow: 

A = 217 

B = 38 

C = 139 

D = 89 

E1 = 41 

E2 = 13 

Total of (486) medicines are included in NLEM (2016). Some of the items are 

included in one or two categories (eg. Ampicillin is in category A and C based on 

dosage form). Therefore, counting the items are (537) by category. [c] – symbol is 

placed next to an individual medicine or strength of medicine it signifies that there is 

a specific indication for restricting its use to children. 

c] – symbol is placed next to the complementary list it signifies that the 

medicine(s) require (s) specialist diagnostic or monitoring facilities, and/ or specialist 

medical care, and/ or specialist training for their use in children. 
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3.4.3 Health and Development Challenges 

Myanmar emerges from decades of isolation with much hope and support 

from the global and regional communities. The country has a high potential for rapid 

growth and development given its natural resources and youth representing nearly 

40% of the population. Despite this, and consistent efforts for further development, 

Myanmar faces multiple constraints and risks that may limit its progress. For 

example, important disparities are apparent in access to benefits between rural areas, 

where about 70% of the population resides, and urban areas. In the health sector, 

constraints to improve the health status of the people include: access to basic health 

services; inequities and service availability; disparities in availability and affordability 

of essential medicines; adequate infrastructure and public expenditures; and trained 

health personnel. 

The strong Government commitment to comprehensive development, 

including the health sector, is seen in the Framework for Economic and Social Reform 

(FESR), which outlines key parameters of the reform process. FESR is an essential 

tool to realize both the short- and long-term policy agenda of the Government over the 

three-year period starting in 2013, i.e. focusing on both immediate actions as well as 

on issues that require in-depth analysis and/or consensus-building. In the health 

sector, the Government will focus on a number of innovative measures in health 

financing. Particular attention will be paid to allocating more resources to rural 

primary health care (PHC), infectious disease control and maternal and child health, 

in view of the acute need to improve health indicators in all these areas. 

Administratively, Myanmar is divided into 14 states and regions, with 69 

districts, 330 townships, 82 sub-townships, 396 towns, 3045 wards, 13 276 village 

tracks and 67,285 villages. The country had an estimated total population of 61.3 

million in 2011, spread among 135 ethnic groups. The major ethnic groups are 

Burma, Chin, Kachin, Kayah, Kayin, Mon, Rakhine and Shan. Buddhists represent 

89.4% of the population, with Christian, Muslin and Hindu minorities. 

The 15–28 age cohort currently represents 13 million people, 40% of the 

working population, who contribute and will continue to contribute their efforts and 

skills to enhancing productivity and competitiveness. People below the legal working 

age – a significant 25% of the population – will also provide in the years ahead, 

subject to proper schooling, skills or professional training, the human capital 

necessary to drive Myanmar’s economic transformation. At the other end of the 
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demographic spectrum, older age dependency ratio is low, with the share of people 65 

and over equal to only 7.4% of the working age population. 

Myanmar is currently in demographic transition; the trends in fertility and 

mortality would suggest that, while the current population is dominantly young, 

Myanmar is moving slowly towards an ageing population. The crude birth rate 

declined from 50 to 29 births per 1000 population in rural areas between 1988 and 

2009, and the crude death rate plunged in rural areas from 9.9 to 5.8 per 1000 

population in the same period. The population 0–14 years declined from 39% in 1980 

to 29% in 2010. Conversely the population above the age of 60 increased from 2% to 

9% in the same period. The urban population grew from 25% in 1990 to 34% in 2009; 

this modern economy is increasing the pressures on migration for seasonal work in 

rural areas of the country. The population is expected to reach 66 million by 2020. 

 

3.5  Global Strategy as an Opportunity for Local Pharmaceutical Productions 

 At the request of World Health Organization (WHO) Member States and in 

connection with implementation of the Global Strategy and Plan of Action (GSPA), 

the Programme on Public Health, Innovation and Intellectual Property in WHO EMP 

has undertaken a series of studies and reports regarding local production of 

pharmaceutical products and related transfer of technology for developing countries. 

A principal objective of these strategies and reports is to assist other developing 

countries and regions – particularly in Africa – with promoting development of their 

local pharmaceutical production sectors. It examines the policies and practices of the 

Myanmar that have been used to encourage the local production of pharmaceutical 

products, the situation with respect to the pharmaceutical sector, and perhaps most 

importantly, how that set of policies is linked to access to medicines by the Myanmar 

population. While industrial policy objectives such as increasing employment 

opportunity and improving balance of payments are important to developing 

countries, WHO is primarily interested in local production and transfer of technology 

from the standpoint of how this may improve public health. 
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CHAPTER 4 

DATA ANALYSIS AND FINDINGS 

 

4.1 Survey Profile 

Myanmar Pharmaceutical and Medical Device Manufacturer Association 

(MPMDMA) was established in April 2018 with the permission from the Ministry of 

Planning and Finance in the announcement letter (SaBa/Si/Khant – 1/1 (3124/2018)) 

dated 26th April 2018 with the official registration number 187/2018/19(AhThin). 

During the recent years, Myanmar had been developing in various sectors 

progressively and enormously. As social, Economic and Educational sectors are 

developing respectively. Health sector is the one need to be improved. To fulfill this 

crucial need, MPMDMA is established in April 2018 by inspired citizens who 

manufacture western Pharmaceutical Medicines and Equipment within the mother 

country, Myanmar. 

As a survey area, eight manufacturing factories have been selected which 

qualified western medicines and equipment had been successfully inaugurated. Those 

provide a wide range of medicines and equipment on time making people accessible 

to cost effective quality medicines. Those factories are;  

 

(a) Pharmaceutical Factory (Insein) 

It is a state-owned Pharmaceutical Factories under the supervision of 

Myanmar Pharmaceutical Industrial Enterprise, Ministry of Industry. It is also the 

foremost and largest Pharmaceutical Factory in Myanmar interms of production 

capacity.  The factory was founded in 1954 and Producing-Wide range of 

pharmaceutical products about 190 items including Tablets, Capsules, Oral Liquids, 

Ointments, Lotion, Sterile Products, Injections, Infusions and Biological Products 

(Vaccine and Snake Anti-venom). BPI received ISO 9001:2015 certificate for 

manufacturing and trading of pharmaceutical products and compile with WHO GMP, 

PIC/S GMP.  

 

Sample output to test PDF Combine only



 

42 
 

(b) Alidac Healthcare (Myanmar) Limited   

Backed by a legacy of 60 years of pharmaceutical manufacturing experience, 

Alidac  Healthcare  (Myanmar)  Ltd., inaugurated it's state-of-the-art subsidiary plant 

on 6th of May 2018.The facility located at MJTD SEZ is currently capable of 

producing more than 40 million pills per month. With best-in-class quality processes, 

this world-class facility is compliant with global regulatory standards of WHO GMP 

& PICS (Pharmaceutical Inspection Convention and Pharmaceutical Inspection 

Cooperation Scheme).The plant is ready to cater to the healthcare needs of the people 

of Myanmar and also export to select countries in Emerging Markets. 

 

(c) Pacific Medical Industries Ltd 

On July 23, 2017, we celebrate the official opening of Pacific Medical 

Industries Ltd (PMI) new US$20 million manufacturing facility in Yangon, a symbol 

of progress for the entire nation. 

The result of a long-held ambition to provide affordable locally produced 

healthcare and pharmaceutical treatments, the PMI facility breaks new ground. It 

introduces new quality and safety standards according to globally recognized Good 

Manufacturing Practice (GMP) for WHO, European Union, USA and South Korea. 

With these GMP in place, Pacific Medical Industries has received the ultimate 

accolade of Drug Manufacturing Establishment Registration No.3013492630 from US 

FDA. The first Myanmar organization to do so. 

 

(d) Zifam Pyrex 

Joint Venture between Pyrex Trading Co Ltd., Myanmar company was 

established national network and distribution setup since 1999 and Zifam Pinnacle Pty 

Ltd, that is an Australian company with manufacturing facility at Sydney which was 

approved by TGA (Therapeutic Goods Administration of Australia) since 1997. 

Zifam Pyrex Myanmar Co., Ltd facility is situated within Thilawa Special Economic 

Zone and will manufacture Beta Lactam antibiotics in all dosage forms; Oral Solids 

(Capsules, Tablets and Dry Syrup powders) and Sterile Injectable powders. 

 

(e) Progress Biochem Company Limited  

"Progress Biochem incorporated in Myanmar in year 2013 and obtained 

manufacturer license for oral liquid and topical preparation which comply with WHO 
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GMP guideline on 19 Jan 2017. Advanced engineering design and facilities of factory 

leads to environmentally friendly and focus on quality products to deliver customer 

value". 

 

(f) FAME Pharmaceuticals Industry Company Limited 

All FAME products are manufactured in our own factory in Yangon since 

January, 2002. FAME has been producing capsules, caplets, tablets, powder, cream 

and liquid forms. All products of FAME Pharmaceuticals are natural, genuine and 

highly effective, most of them are organic. Over 80 items have already been 

introduced into the local and oversea markets. Our export market includes Asian 

countries such as Singapore, Malaysia, Thailand, South Korea, Japan, as well as 

Kuwait, Bulgaria, UK and Russia. In order to meet the international standards, all 

FAME products are manufactured according to WHO GMP, USDA, ACO, EU and 

ISO management guidelines. USFDA certifies that FAME Pharmaceuticals Industry 

since 2013, USFDA Registration No. 12155 128980. FAME has already received 

MIC approval license in 2016. FAME achieved the winner of ASEAN Energy 

Awards in 2013, Myanmar President's Excellence Performance Awards in 2014, 

Winner of ASEAN-OSHNET Excellence Award in 2016, Winner of ASEAN 

Business Awards for CSR in 2016, Winner of ASEAN Business Awards for 

Innovation in 2017 and Winner of Myanmar Employer Awards for Excellence in 

workplace category in 2017. Capacity: More than 376 M capsules, 132 M 

tablets/Caplets, 4,860 Kg of Cream and nearly 240,000 Liters of Liquid annually. 

 

(g) RVK Meditech Company Limited 

RVK Meditech Co., Ltd was founded in Myanmar since 27th May, 2015 and 

is a joint venture company with one of the Singapore companies and two local 

companies. On 1st July, 2015, Myanmar Economics Holding Limited (MEHL) 

handed over to RVK Meditech Co., Ltd for long term lease of in total 50 years. They 

always try to become one of the top pharmaceutical companies in Myanmar both in 

revenues and profits. They plan to achieve this by bringing innovative products to the 

market through quality manufacturing, responsible marketing and good distribution 

practices. 
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(h) Yee Shin Pharmaceutical Company Limited 

There was incorporated in 2015 and as sister Company of Yee Shin Co. Ltd, 

JDS Co., Ltd, and EMP Co., Ltd. A dedicated Intravenous Infusion, Oral Solid and 

Oral Liquid manufacturing facility under the name ‘YSI Pharmaceuticals’ 

commissioned in January 2017, designed to fulfill according to the PIC/S guideline. 

YSI is a Myanmar’s 1st and only non-PVC IV soft bag producer (the latest IV 

technology) and aspire to be a WHO, ISO 9001-2015 compliant by 2019 and enter the 

Regulated market by 2021. Factory is located in Mawbi, 36 miles from Yangon 

downtown, built on 62 acres of land. The main production area is 193,885 sqft and 

administrative area is 73,485 sqft. Their productions are cGMP compliant production 

facilities for IVs, Tablets & Capsules, Oral Liquid. The new modernized QC and 

Microbiology labs equipped with latest technology equipment. Company was audited 

and approved by Myanmar FDA for cGMP compliance in January 2017. 

 

4.1.1 Investment and Production Capacity of Pharmaceutical Factories 

Myanmar’s local pharmaceutical products manufacturing sector is hopeful it 

will experience significant growth after the new democracy government in 2010,the 

highest investment capacity factories are pharmaceutical Factory (Insein) US$ 99.4 

million, YSI pharmaceutical factory US$ 39.82 million and Pharmaceutical Factory 

(Inyaung) US$ 32 million receptively, in Myanmar this year and the lowest 

investment capacity factory is Progress Biochem US$ 0.86 million, see Table (4.1). 

 
Table (4.1) Pharmaceutical Factories Investment Capacity (Million-USD) 

Factory Name 
Pharmaceutical Factories Investment 

Capacity (Million-USD) 

Pharmaceutical Factory (Insein)  99.4 

YSI  39.82 

Pharmaceutical Factory (Inyaung)  32 

Alidac  25 

RVK Meditech  25 

AA Pacific  20 

Zifam Pyrex  15 

Fame  4 

Progress Biochem 0.86 
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Figure (4.1) Pharmaceutical Factories Investment Capacity (Million-USD) 

 

   Source: Myanmar Pharmaceutical and Medical Device Manufacturer Association 

(MPMDMA) 2019 

 

In production capacity, there can mainly be produced as 10 categories, some 

factories can be produced most of categories as essential, but some can be made one 

or two only. As the report of Myanmar Pharmaceutical and Medical Device 

Manufacturer Association (MPMDMA), the RVK Meditech pharmaceutical factory 

could be produced 3700 million table, 190 million capsule, 15 million liquid in 2018, 

then Pharmaceutical Factory (Insein) could be produced 1100 million table, 2.4 

million capsule, 0.75 million liquid in 2018 respectively, as a least amount, Progress 

Biochem could only be produced 0.66 million liquid, annual overall production 

capacity can see as a figure (4.2) (Specific data showed in Appendix III). 
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Figure (4.2) Pharmaceutical Factories Productions Capacity (2019) 

 

Source: Myanmar Pharmaceutical and Medical Device Manufacturer Association 

(MPMDMA) 2019 

 

4.2 Survey Design 

A total number of 120 survey questionnaires were distributed to eight Local 

Pharmaceutical Industries within May to July 2019 but reflection of response was 94 

answering so that it was 78 %, can assume that it was strongest. In the survey, there 

has indicated to challenges in local production sector, which included 5 categories, as 

well as; open answering for participants’ opinion for further opportunities by in depth 

interview with key informants. In this survey, 5 types of challenges for local 

pharmaceutical industries were conducted and these items are categorized into 

facilities and industry, legal and regulation, control of illegal drug, research and 

development, and situation of citizens’ interest in local products.  

The respondents who are in various level of management (key informants) 

such as CEO/Chairman (Top Management Level), Director (Senior Management 
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Government and private factories. By comparing the questionnaire survey result with 

the different survey result from level will be identified for challenges of local 

production. 

 

4.3 Survey Findings 

4.3.1 Demographic Characteristics of the Respondents 

 From the table 4.2, it reveals that 40 respondents occupy the largest number in 

the occupation level of Staff level (43%), followed by 26 respondents in the 

occupation level of Director level (28%), then 20 respondents in the occupation level 

of Manager/Supervisor level (21%) and the last 8 respondents in the occupation level 

of CEO/Chairman level (8%). Table also shows that 33 respondents occupy the 

largest number in the age group of 35-40 years old (35%), followed by 31 respondents 

in the age group of 45-60 years old (33%). In this study, out of the selected sample 

respondents, that represents the whole populations; (59 respondents or 63%) were 

females whereas (35 respondents or 37%) were males as shown in Table 4.1. 

 As of educational level, the majority of the respondents, 49 (52%), attained 

Master Degree education, followed by 24 respondents (26%) who attained Bachelor 

Degree education. In the study, there was included very few people, who attained 

Doctorate Degree. 

According to the data analysis, it found out that most of respondents can 

discuss about the challenges and opportunities of local pharmaceutical factories, they 

know their facing problem, barriers, and way of their future. Most of response in 

survey, these can help to conclude and analyze for this study.  
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Table (4.2) Demographic Characteristics of Respondents 

Category Number of Respondents Percentage (%) 

Position   

CEO/Chairman 8 8  

Director 26 28  

Manager/Supervisor 20 21 

Staff 40 43  

 94 100  

Age   

35-40 33 35  

40-45 28 30  

45-60 31 33  

60-above 2 2  

 94 100  

Education Level   

Bachelor Degree 24 26  

Master Degree 49 52  

Doctorate 21 22  

Total 94 100  
Source: Survey Data (2019) 

 

4.3.2 Challenges of Local Pharmaceutical Industries 

(a) Challenges Faced by Pharmaceutical Industries in Myanmar 

Wholesale importation of finished products, as well as retail pharmacy 

business, has been a flourishing business in Myanmar. Accordingly the result of 

questionnaire from government and private pharmaceutical industries, there has been 

a parallel increase in the local drug manufacturing. However, the former still 

flourishes more than the later due to the following factors: 

i. Very high demand of industrial conditions and standards required for both 

raw materials, dosage form processing, equipment and processing 

environment. 

ii. Spiralling cost of business 

iii. Poor marketing and administrative structure  

iv. Control of global drug business by multinational co-operations that have 

overcome most of their initial development problems. 

v. Unfair competition by imported products and multinationals. 
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vi. Unfair government policies 

vii. Illegal drug import from neighboring countries without approval from 

FDA 

viii. Lack of effective research and development due to poor research support 

from the government and private companies. 

ix. Brain drain that is, the ability to find experienced and skilled staff, 

particularly scientists and engineers. 

x. Most rural people are interested in traditional to cure their health.  

xi. Citizens are more impressive in foreign drugs than local product. 

Domestic production of pharmaceuticals and medical devices is limited. 

Although, there are a few companies who produce pharmaceuticals – such as 

Pharmaceuticals Factory, Insein (BPI) and FAME Pharmaceuticals – doctors often 

only assign prescriptions for foreign medicines. In terms of medical devices and 

equipment, foreign brands still dominate the market. 

In addition to human resources, the reliability of water, power and 

environmental controls are central to the production decisions. If materials, equipment 

and spare parts are not available, items will have to be imported from countries with 

established pharmaceutical industries. 

 

Figure (4.3)   Challenges from Government and Private Pharmaceutical Industries 

 

Source: Survey Data (2019) 
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Figure (4.3) shows the result of questionnaires for pharmaceutical industry 

challenges of Government and Private Sector Factories, 2019. The major challenges 

for both private and government factories are their cost of business, illegal drug 

importing, unfair government policies and citizen trust in foreign drugs.  

 

(b) Facility and Industry Challenges  

The industrial condition and standards question from questionnaire was 

answered “yes” or “no” to clarify if the respondent’s company has to import most of 

its raw materials, and also needs to more electricity support because national 

electricity was not sufficient 24/,7, then overall main question is target to the 

industrial condition and standards of pharmaceutical production factory that is facing 

the some barriers to improve. The result for this question described a percentage of 

65% and 35% respectively. Most of the local pharmaceutical are trying to pass this 

problem, in that case the future local pharmaceutical should need to prepare how to 

solve this challenges to invest. 

 

Table (4.3) Facilities and Industry Challenges of Respondents  

Attribute Category 
No. of 

Respondents 

Percentage  

(%) 

Industrial 

condition 

and 

standards 

Needs to improve 61 65  

No needs to improve 33 35  

Total 94 100 

Source: Survey Data (2019) 

 

(c) Challenges in Legal and Regulation 

As shown in table, it is very important that government need more to control 

and make more law enforcement in marketing strategy for corruption and need to 

change tax law and regulation for prevention local investor. The 85% of respondents 

agree to change law and regulations and to control on marketing strategy, in these 

survey, respondents are agreed with concerning their company has not equality for 

market competition (85%), National law and regulation are not satisfied for local 
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productions (85%), and Government did not favored to Local company for investment 

and cooperation than foreign company, these mechanisms are not same as other 

country’s national regulation (85%). So, there can be assumed that situation of Market 

demands is one of the challenges for local pharmaceutical factories. 

 

Table (4.4) Legal and Regulation Challenges of Respondents  

Attribute Category 
No. of 

Respondents 
Percentage (%) 

Situation 

of Market 

demands 

Your company has equality for 

market competition 
14 15  

Your company has not equality for 

market competition 
80 85  

 94 100  

National law and regulation are 

satisfied for local productions. 
14 15  

National law and regulation are not 

satisfied for local productions. 
80 85  

 94 100  

Government favored to Local 

company for investment and 

cooperation than foreign company, 

these mechanisms are same as other 

country’s national regulation 

14 15  

Government did not favored to 

Local company for investment and 

cooperation than foreign company, 

these mechanisms are not same as 

other country’s national regulation 

80 85  

Total 94 100  

Source: Survey Data (2019) 
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(d) Control of Illegal Drug 

The study sought to determine the illegal drug controlling system and law 

enforcement in which the coming from neighboring countries. The study revealed that 

majority (98%) of the respondents agreed cheaper medicines are coming inside from 

neighboring countries without permission. Although without permission medicines 

are coming inside, their quality has to be challenges our local product. In the other 

hand, government cannot effort on the illegal and black tax (local called) and still 

need to control Table (4.5). In their agreed, concerning with cheaper medicines are 

coming inside from neighboring countries without permission and although without 

permission medicines are coming inside, their quality has to be challenges our local 

product are as a one of the challenges for their factories. 

 

Table (4.5) Challenges on Control of Illegal Drug 

Attribute Category 
No. of 

Respondents 
Percentage (%) 

Control 

of Illegal 

Drug 

Cheaper medicines are coming 

inside from neighboring countries 

without permission. 

92 98  

Cheaper medicines are not coming 

inside from neighboring countries 

without permission. 

2 2  

 94 100  

Although without permission 

medicines are coming inside, their 

quality has to be challenges our 

local product. 

92 98  

Although without permission 

medicines are coming inside, their 

quality has not to be challenges our 

local product. 

2 2  

Total 94 100  

Source: Survey Data (2019) 
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(e) Research and Development 

When the challenge of affording prescription drugs is raised, pharmaceutical 

manufacturers often argue that steps to reduce prices will lead to less innovation in the 

future. This response presumably applies to policies that use the market, such as 

shortening periods of exclusivity and making approvals of generics more rapid, as 

well as regulatory tools such as price controls. The manufacturers’ argument has 

validity in that expectations of lower revenues will lead to less investment in research 

and development (R&D). 

According to the data analysis on table and found out that 63 (67%) of 

respondents agree to improve as full scale-lab facility and need to make more research 

project and human resource development in local pharmaceutical factories and 

pharmaceutical education industry and 31 (33%) of the respondents disagree to 

improve. 

 

Table (4.6) Research and Development (R&D) 

Attribute Category 
No. of 

Respondents 
Percentage (%) 

Research and 

Development 

Needs to improve as full scale-lab 

facility  
63 67  

No needs to improve 31 33  

Total 94 100 

Source: Survey Data (2019) 

 

(f) Citizen Interest  

In the interest of Myanmar citizen on Local product medicines, all of 

respondents strongly agreed on most rural people are interested in traditional to cure 

their health and citizens are more impressive in foreign drugs than local product. As 

part of their response, additional question made to them “why?,” all answers same 

way like that it depends on their experiences and critical facing concern. Therefore, 

citizen interest on local medicines is becoming one of the major challenges for local 

factories.  
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Table (4.7) Situation of Citizens’ Interest in Local Products 

Attribute Category 
No. of 

Respondents 
Percentage (%) 

Citizens’ 

trust 

Most rural people are interested in 

traditional to cure their health. 
94 100  

Citizens are more impressive in 

foreign drugs than local product 
94 100  

Total 94 100 

Source: Survey Data (2019) 

 

4.3.3 Opportunities of Local Pharmaceutical Industries 

(a) Direct Opportunities 

The study sought to find out the opportunities of the pharmaceutical industries, 

all of respondents strongly agreed on promoting their sufficient will become from 

local supplier company like SEZ improving, and vice versa there will be producing 

foreign exchange through exportation of domestically manufactured medicines and 

reflection of all improvement the big opportunity is, more product demands, more 

create new jobs. And the respondents generally also agreed they can reduce to relay 

on international supply, while there was electricity can be filled local industries, there 

will be filled local supplies and make more industrial technology capacity and 

additionally, there will be producing foreign exchange through exportation of 

domestically manufactured medicines. 
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Table (4.8) Opportunities of Local Pharmaceutical Industries  

Questions 

Strongly 

agree 

(%) 

Agree 

(%) 

Neither 

agree nor 

disagree 

(%) 

Disagree 

(%) 

Strongly 

Disagree 

(%) 

Mean 

Promote self-

sufficiency 
9 59 18 9 5 3.8 

Achieve 

independence 

from 

international 

suppliers 

22 51 9 11 7 3.9 

Develop local 

industrial 

capacity 

28 26 10 24 12 3.6 

Produce foreign 

exchange 

through 

exportation of 

domestically 

manufactured 

medicines 

10 16 25 32 17 2.9 

Create new jobs 30 57 12 0 1 4.4 

Source: Survey Data (2019) 

 

In Table (4.8), 59% of the respondents agreed that Promote self-sufficiency 

that will become self-sufficient and learn skills and necessary tools, 57% agreed that 

on when growing up their self-sufficiency, local people can get more job 

opportunities, but according to produce foreign exchange through exportation of 

domestically manufactured medicines, there have only 16 % agree.  
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(b) Indirect Opportunities from Market are Rising in Rural and Suburban 

Areas 

Although healthcare infrastructure expansion and the hiring of physicians have 

lagged, the net income and private healthcare expenditure of rural households have 

grown sharply over the past two decades. In 2018, the average annual net income was 

$1,490, 3 times that in 2014. The proportion of expenditure on healthcare and medical 

services rose from 3.2 percent to 7.2 percent over the same period. (Source: Health 

Expenditure 2018) 

According  to  market  research  agencies  the  total  pharmaceutical  

expenditure  in  Myanmar  has been growing at 13 -14% per annum, and has 

increased from USD 391 million in 2015 to USD 409  million  in  2016.  However, 

these values are lower than most ASEAN nations including Singapore whose 

population is one tenth that of Myanmar. Growth prospects with governmental 

initiatives  are  high  and  the  market  is  expected  to touch  USD  1.12  billion  by  

2023. However, most  of  the  pharmaceutical  products  sold  come  from  countries  

like  India,  Bangladesh,  China, Indonesia,  Pakistan,  Thailand  and  Vietnam.  

Research  figures  indicate  that  total  pharmaceutical imports  accounted  for  85%  

of  the  drug  market  and  India  takes  the  lead  with  a  strong  40-45% market 

share. All imported drugs have to be registered and authorized by the FDA that 

inspects pharmaceutical   plants   and   importers   and   also   tests   the   quality   of   

drugs. At present, approximately 5000 drug varieties are imported into Myanmar. 

Major shares of  therapy  wise segments in  Myanmar are  Anti  Infective,  Vitamins,  

and Analgesics,  with  the  market  share  of 27%, 31%, and 13% respectively. 

Aside from being a commodity that is required for service delivery, medicines 

also contribute significantly to government and household spending on health. 

Medicines account for over a quarter of total health expenditures with some Low and 

Middle Income Countries (LMICs) spending up to 67% of their total health 

expenditures on pharmaceuticals. In low and middle income countries, more than half 

and sometimes up to 90% of expenditures on medicines are out of pocket, putting the 

most vulnerable households at great risk of financial hardship and catastrophic health 

expenditures. While part of this spending brings good value for money, medicines 

contribute to the leading sources of health system inefficiency. This is mainly due to 

high medicines prices, the variable quality of medicines available on the market (i.e. 

substandard and falsified medicines) and the inappropriate use of medicines. 
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Despite several challenges in the sector, the outlook for healthcare provision in 

Myanmar is positive. The government’s ambition towards implementing Universal 

Healthcare Coverage, the relaxation of laws related to healthcare investment, expected 

increases in consumer spending power, along with the positive changes to the 

insurance industry, are all factors that create opportunity for local investors in 

providing Pharmaceutical products. 

Major contributors in cities such as Yangon and Mandalay already have a 

large pool of middle-class consumers. Yet, as the consumer class grows, they will 

look for more domestic medicine products, as much as marketing can penetrate. 

Compared with international companies, local pharmaceutical production companies 

tend to have a better understanding of local culture, and are often perceived by 

Myanmar citizens as better at providing bedside manners and understanding of 

household medicinal requirements. 

 

Table (4.9) Total Pharmaceutical Expenditure (TPE) in ASEAN Countries 

  (2012-2018) 

Total Pharmaceutical Expenditure 

Country Population 
Growth Rate  

(%) 

Expected Market 

(Annual) 

Singapore 5,804,337 87 USD 600 million 

Thailand 69,625,582 91 USD 560 million 

Malaysia 31,949,777 54 USD 520 million 

Vietnam 96,462,106 47 USD 510 million 

Philippines 108,116,615 55 USD 447 million 

Indonesia 270,625,568 85.7 USD 420 million 

Myanmar 54,045,420 92 USD 409 million 

Cambodia 16,486,542 77.5 USD 180 million 

Laos 7,169,455 83.5 USD 69 million 

Brunei 433,285 20.8 USD 49  million 
Source: WHO (TPE) 2018 

 

According the data of WHO (TPE) 2018, the largest market can win for future 

year is Singapore but lower the local population, as well as Myanmar is rapidly 

increased in market group rate and also can be expected to market 409 million to gain 

in near future. 
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Moreover, better employment opportunities are opened to citizen and also the 

country gain a lot of technical knowledge on Pharmaceutical manufacturing by 

expertise from various internationals. This is the great opportunities, network for 

medical, Pharmaceutical and Engineering Graduates to apply their knowledge and 

explore more experiences in such area. 

More than such pride, the factories are life-saving support during disasters and 

outbreaks of communicable diseases by manufacturing the needful emergency 

medication in every limited time rather than import from other countries. It can save 

foreign currency loss due to fluctuations happened during tradeoff with other 

countries and help controlling budget deficit in the country. In the future, the factories 

have aim to import medicines and equipment to neighboring countries to gain more 

foreign revenue supporting development of country economic sector in a way. 
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CHAPTER 5 

FINDINGS AND RECOMMENDATIONS 

 

5.1 Findings 

Pharmaceutical Industry is an essential industry in any country. Myanmar has 

taken the initiative to start this valuable industry more than 60 years ago. Yet the 

outcome after these years, they are still importing 80% of their needs from the 

international manufacturers.  

As the survey and literature of this studying, as well as the mentioned in 

Chapter 4, it was concluded that on the challenges and opportunities of local 

pharmaceutical factories. The study sought to analyze the Challenges of local 

pharmaceutical factories, the local pharmaceutical factories has to import most of its 

raw materials, also their big challenges is electricity support, their company complies 

the regulations of environmental conservation concerning about discharging the 

wastes, and they still need more laboratory equipment and production machine from 

best foreign products. Factories has not equality for market competition, most of the 

marketing team from foreign pharmaceutical product export company use the way of 

marketing by providing incentive to middle appointing of using (doctors) per amount. 

So, most of the market coverage are depended on private doctors and their prestige. 

And national law and regulation cannot be satisfied for local production company, 

more over government cannot be favored to Local company for investment and 

cooperation than foreign company, these mechanisms are not same as other country’s 

national regulation, for example Thailand cannot allow to import while their local 

production can produce. Another challenges are, cheaper medicines are coming inside 

from neighboring countries without permission. Although without permission 

medicines are coming inside, their quality has to be challenges our local product. In 

the other hand, government cannot effort on the illegal and black tax (local called) 

and still need to control. And most rural people are initially try to treat their health 

problem by traditional ways and another step in more for overall country site, most of 

citizens are more impressive in foreign drugs than local product. 
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 Even though Myanmar local pharmaceutical factories have faced many 

challenges, there have big opportunities as a key to open the cave of challenges, as 

developed as country economic and as increased as foreign investment, when 

promoting their sufficient will become from local supplier company like SEZ 

improving, vice versa they can reduce to relay on international supply, while there was 

electricity can be filled local industries will be filled local supplies and make more 

industrial technology capacity. Additionally, there will be producing foreign exchange 

through exportation of domestically manufactured medicines and reflection of all 

improvement the big opportunity is, more product demands, more create new jobs. 

 

5.2 Recommendations 

Based on findings and survey result of this thesis, as the primary review, 

small-scale indigenous private or government manufacturing labs and research 

institutes are now beginning to compete favorably with the foreign-based companies 

even though we still depend on the imported raw materials and equipment. 

Pharmacy schools should cater their curriculum to provide the necessary 

education and training to build the new workforce for this industry. This industry  needs 

a lot of Pharmacist but also a lot of technical personnel. Training institutes for allied 

health also should take a lead in providing the necessary training as deemed necessary 

by the industry. Most of the highly educated Pharmacists provide education in the 

university, and they are providing limited laboratory research. The Universities has a 

social responsibility to support R&D and require that their staff should be involved in 

research and development as part of their career. We have a huge man force that can 

stand up the challenge of the new era, however, they are underutilized their main task is 

teaching the basic academic courses. The very same individuals were involved in 

research for major Pharmaceutical companies during their study abroad. For the 

business men, who are investing in the Pharmaceutical industry, they should have a 

broader vision for the future, they should encourage and support R&D because the 

outcome of developing a new molecule or formulation will be greatly rewarding. It 

takes patience and a lot of investment as well as comprehensive research to reach the 

goal. 

With the ongoing training of more pharmacists in the country, enlightenment 

of the citizens, pharmacists, politicians and licensed patent medicine vendor through 

workshops and mandatory continuing education programmes, awareness has been 
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created and now there is more reliance on good quality products including those 

manufactured in Myanmar. 

There are now well qualified and registered pharmacists acting as consultants 

in drug product analysis and quality assurance. These analysts certify the genuineness 

or otherwise of locally manufactured or imported products. 

There is also a number of growing local industries that manufacture good 

plastic containers, etc., and soon local manufacturers will no longer import most drug 

excipients. Many developing countries moved from mere packaging of finished 

products into the production of excipient raw materials formulation of dosage forms 

in commercial quantities for internal use and exports. 

The combined effect of Myanmar's healthcare reform and growing market has 

been to offset continuing concerns about regulatory challenges and local industry 

protection, giving confidence to those local pharmaceutical companies that seek to 

take advantage of the opportunities presented by penetrating on market demand. 

Those opportunities comprise research, distribution, and technological subsector 

development, as well as the overall growth of Myanmar's market, and particularly 

rural and suburban market growth due to healthcare reform. As has been seen already, 

local companies are making the most of these opportunities by ramping up domestic 

product medicine marketing activity, as local companies enters its next and greatest 

phase of growth yet. 

The Myanmar pharmaceutical market is big and the contribution is less than 

its potential. The focus on other than generic market is the need of the time and local 

pharmaceutical companies constantly searching for new avenues in the innovation 

driven sector. The constant increases in the size of the pharmaceutical market, due to 

a change in life style and high demand for quality health care. The regulatory policies 

need be improved, especially in the area of patent, tax for local industry, citizenship 

opportunities and price control, to boost the growth and create an impression as the 

destination for new generation pharmaceutical market. 

For the further scope of study, there can be conducted focusing on the specific 

segments of the sector. The challenges in the import policies and foreign investments 

in Myanmar pharmaceutical sector can be further probed to improve the contributions. 

The innovative methods in marketing and sales of the drugs and the distribution, to 

penetrate into the rural area of Myanmar, can be studied. It improves the market share 

of local pharmaceutical companies and the availability of the needed medicines to the 

rural population.  
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APPENDIX - II 

SURVEY  QUESTIONNAIRE 

 

This is a survey questionnaire for my thesis. These answers will need to complete 

it probably takes 5-10 minutes. The information collected is “private and confidential” 

and will not be used for assessment. No part will be revealed without consent. 

Section 1- Background Information 

Choose the most suitable alternative by drawing a circle. 

a. Gender: Male    Female  

b. Age: _______ 

c. Education: _____________ 

d. Position: _____________ 

e. Work experience: _________ 

f. Company: _____________ 

 

Section 2- Challenges of Local Pharmaceutical Factory in Myanmar 

1. Facilities and Industry Challenges 

a. Your company has to import most of its raw materials. 

Yes     No    

b. Your company needs to more electricity support because national electricity 

was not sufficient 24/7. 

Yes     No    

c. Your company always discharge wastes as per regulations for environmental 

conservation activity.   

Yes     No    

d. Most of laboratory equipment and production design machines has still need 

to import. 

Yes     No    

e. Based on above answering:  

i. Your company faced challenge on very high demand of industrial 

conditions and standards required for both raw materials, dosage form 

processing, equipment and processing environment. 

5 = Strongly Agree   

4 = Agree     
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3 = Neither Agree nor Disagree  

2 = Disagree    

1 = Strongly Disagree.   

 

ii. Poor marketing and administrative structure of your company. 

5 = Strongly Agree   

4 = Agree     

3 = Neither Agree nor Disagree  

2 = Disagree    

1 = Strongly Disagree.   

 

iii. General Comments:  

____________________________________________________________

____________________________________________________________

____________________________________________________________

___________________________ 
 

2. Legal and Regulation 

Situation of Market demands: 

a. Your company has equality for market competition. 

Yes     No    

b. National law and regulation are satisfied for local productions. 

Yes     No    

c. Government favored to Local company for investment and cooperation than 

foreign company, these mechanisms are same as other country’s national 

regulation . 

Yes     No    

d. Your answering mentioned above: 

i. Control of global drug business by multinational co operations that have 

overcome most of their initial development problems. 

5 = Strongly Agree   

4 = Agree     

3 = Neither Agree nor Disagree  

2 = Disagree    

1 = Strongly Disagree.   
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ii. Unfair competition by imported products and multinationals. 

5 = Strongly Agree   

4 = Agree     

3 = Neither Agree nor Disagree  

2 = Disagree    

1 = Strongly Disagree.   

 

iii. Illegal drug import from neighboring countries without approval from 

FDA. 

5 = Strongly Agree   

4 = Agree     

3 = Neither Agree nor Disagree  

2 = Disagree    

1 = Strongly Disagree.   

 

iv. General Comments:  

____________________________________________________________

____________________________________________________________

____________________________________________________________

__________________________ 

 

3. Control of Illegal Drug 

a. Cheaper medicines are coming inside from neighboring countries without 

permission. 

Yes     No    

b. Although without permission medicines are coming inside, their quality has to 

be challenges our local product.  

Yes     No    

c. Government still needs to control forincreasing the illegal drug. 

Yes     No    

 

 

d. According your answering on above questions: 
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i. Illegal drug import from neighboring countries without approval from 

FDA. 

5 = Strongly Agree   

4 = Agree     

3 = Neither Agree nor Disagree  

2 = Disagree    

1 = Strongly Disagree.   

 

ii. General Comments:  

____________________________________________________________

____________________________________________________________

____________________________________________________________

___________________________ 

 

4. Research and Development (R&D) 

a. R&D requires that as part of production quality.  

Yes     No    

b. In your company, there have full-scale laboratory. 

Yes     No    

c. In your opinion, research and development activity can assist opportunities of 

productive drugs in market. 

Yes     No    

d. Government has responsibility to support research and development sector to 

implement local industry promoted. 

Yes     No    

e. As above question, government can fill the need of country’s research sector.  

Yes     No    

f. In your company, staffs are always thinking about moving to other for their 

sufficient of live and opportunity.  

Yes     No    
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g. As per your answering in above: 

i. Lack of effective research and development due to poor research support 

from the government and private companies. 

5 = Strongly Agree   

4 = Agree     

3 = Neither Agree nor Disagree  

2 = Disagree    

1 = Strongly Disagree.   

 

ii. Brain drain that is, the ability to find experienced and skilled staff, 

particularly scientists and engineers.  

5 = Strongly Agree   

4 = Agree     

3 = Neither Agree nor Disagree  

2 = Disagree    

1 = Strongly Disagree.   

 

iii. General Comments:  

____________________________________________________________

____________________________________________________________

____________________________________________________________

___________________________ 

 

5. Situation of citizens’ interest in local products 

a. Most rural people are interested in traditional to cure their health. 

5 = Strongly Agree    

4 = Agree    

3 = Neither Agree nor Disagree 

2 = Disagree    

1 = Strongly Disagree.  

b. Citizens are more impressive in foreign drugs than local product. 

5 = Strongly Agree 

4 = Agree    

3 = Neither Agree nor Disagree 
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2 = Disagree    

1 = Strongly Disagree.  

 

c. General Comments:  

_______________________________________________________________

_______________________________________________________________

_______________________________________________________________ 

 

Section 3- Opportunities of Local Pharmaceutical Factory in Myanmar 

a. Degree 

5 = Strongly Agree   

4 = Agree     

3 = Neither Agree nor Disagree  

2 = Disagree    

1 = Strongly Disagree.   

 1 2 3 4 5 

Sr. 

 
Description  

S
tr

o
n

g
ly

 D
is

a
g
re

e
 

  

D
is

a
g
re

e
 

 

N
ei

th
er

 A
g

re
e 

n
o

r 
D

is
a
g
re

e
 

 

A
g
re

e
 

 

S
tr

o
n

g
ly

 A
g
re

e
 

 Promote self-sufficiency      

 Achieve independence from international 

suppliers 
     

 Develop local industrial capacity      

 Produce foreign exchange through 

exportation of domestically manufactured 

medicines 

     

 Create new jobs      
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b. General Comments:______________________________________________:                                

_______________________________________________________________

_______________________________________________________________

_______________________________________________________________ 
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APPENDIX - III 

Pharmaceutical Factories Productions Capacity (Year) 

 

Source: Myanmar Pharmaceutical and Medical Device Manufacturer Association 

(MPMDMA) 2019 
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APPENDIX - IV 

Result of Questionnaires for Pharmaceutical Industry Challenges of Government 

and Private Sector Factories 

Challenges 
Government 

Industry 

Private 

Industry 

Industrial condition and standards 70 60 

Control of global drug business by multinational 

co-operations 
60 70 

Unfair competition 80 90 

Illegal drug import 98 100 

Lack of effective research and development 60 50 

Unfair government policies 95 100 

cost of business 100 100 

Brain drain 80 90 

Poor marketing and administrative 85 60 

Traditional medicine 90 75 

foreign drugs  95 100 

Source: Survey Data (2019) 
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