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Introduction
In Bangladesh, the pharmaceutical sector is essential to maintaining both public health and the country's economy. In order to meet the nation's increasing need for medications, small and medium-sized businesses (SMEs) play a crucial role in the importation of pharmaceuticals (Anwar, 2025). However, due to complicated bureaucratic processes, strict rules, and high compliance costs, acquiring import licenses continues to be a major barrier for SMEs (Samir & Sheel, 2015). These challenges highlight the need to examine the political, regulatory, and administrative factors that create trade barriers for SMEs in the pharmaceutical sector.
Bangladesh’s political and legal environment contributes to these challenges. In order to ensure the safety and quality of medications, the government monitors drug imports under the Drugs Act 1940 and its revisions through the Directorate General of Drug Administration (DGDA) (Rahman, 2022). Although these rules are crucial for public health, they frequently cause delays and operational challenges for SMEs, which restricts their capacity to effectively distribute medications to the market (Karim, 2023). Examining these political and legal factors is therefore essential to understanding the trade barriers that hinder SMEs from obtaining import licenses and growing in Bangladesh’s pharmaceutical sector. Examining the trade hurdles that prevent SMEs from acquiring import licenses and growing within Bangladesh's pharmaceutical sector thus requires an understanding of the political and legal background.
Research Aim and Objectives
The aim of this research is to investigate the trade barriers faced by SMEs in obtaining import licenses for drugs in Bangladesh. 
Aim:
· To investigate the trade barriers faced by SMEs in obtaining import licenses for drugs in Bangladesh.



Objectives:
· To identify the regulatory and procedural challenges in the import licensing process.
· To assess the impact of these barriers on the operational efficiency of SMEs.
· To propose recommendations for policy improvements to facilitate smoother importation processes for SMEs.
Research Questions
This research will address the following key questions to guide the investigation:
· What are the key trade barriers faced by SMEs in obtaining import licenses for drugs in Bangladesh?
· How do these barriers affect the operational efficiency of SMEs?
· What policy changes can be recommended to mitigate these barriers?
[bookmark: _Toc212497889]Literature Review: Trade Barriers in Bangladesh’s Pharmaceutical Sector
Overview of SMEs in Bangladesh
The small and medium-sized enterprises (SMEs) contribute significantly to the economic development of Bangladesh because it contributes to about 25 percent of the GDP and it provides over 1.5 million individuals since 2013. According to the Daily Star (2025), one of the spheres where these businesses play a critical role is the pharmaceutical industry because they are involved in the importation, production, and distribution of drugs. Despite this enormous role, the SMEs cannot develop due to regulatory complexities and inadequacy of finances. According to Razzaque (2020), SMEs are the secret to the pharmaceutical industry; nevertheless, they often cannot succeed due to bureaucracy and complicated regulation system. Karim (2023) on the opposite finds it more unfriendly to the competitiveness of SMEs in the market because of financial constraints, such as the absence of access to capital, which hinders their performance.


Regulatory Framework for Drug Importation
Directorate General of Drug Administration (DGDA) is another important institution that oversees the importation of drugs in Bangladesh and plays the role of enforcing the drug policies in the nation (Ahmed, 2024). The DGDA receives the responsibility of the licensing and the regulations that are to be obeyed and it was established in 1976. National Drug Policy (NDP) was initially present in 1982 and is aimed at allowing the availability, access, and affordability of the needed medicines. However, Rumana Huque (2016) notes that the process of implementing the policy should not be carried out, as there are grey areas in the regulations, which hinders its ability to act. Sarkar and Plahe (2021) also observe that there is a problem of weak enforcement mechanisms and irregularities in regulations, which apply particularly to SMEs in making them pass through the licensing process.
Challenges in the Import Licensing Process
There are bureaucratic and obstacles to importation licenses that are usually faced by SMEs in Bangladesh. According to Samir and Sheel (2015), the process is lengthy and bulky mainly because of legal paperwork and inconsistency of regulations. These delays discourage SMEs to join or keep running the market interfering with the supply chain. Nafisa NOMANI (2025) emphasizes that regulatory burden is a key impediment since time-consuming processes put off SMEs in the process of seeking the required imports. Small businesses are also prohibited by high costs of acquiring licenses including registration fee and compliance cost. This is supported by Nurul Anwar Siddiquee (2025), who says that early-stage SMEs tend to abandon the process. Moreover, adherence to Good Manufacturing Practices (GMP) and governmental regulations is one more problem, especially when dealing with SMEs that have only limited resources, which is also discussed by Orubu and Samad (2022) and Akang (2023). Collectively, these bureaucratic, financial, and regulatory challenges create significant barriers that limit the participation and growth of SMEs in Bangladesh’s pharmaceutical import sector.


Impact on SMEs
The above mentioned barriers have an immense impact on competitiveness and operational effectiveness of SMEs. Fatin Alshibli and Khaled Alqarni (2024) say delays in the issuance of licenses result in supply chain disruptions, which affect the supply of needed medicines. Moreover, compliance costs, along with the financial burden, decrease profit margins and even cause businesses to shut down, which is implied by Christopher and Blake (2025). All these combined obstacles deny a number of SMEs of the chance to grow sustainably and reduce their stake in the pharmaceutical business.
Gaps in Existing Research
[bookmark: _Toc212497890]Although some of the literature on the pharmaceutical sector in Bangladesh covers several points about the industry, there is a big gap in research pointing at the challenges encountered by SMEs in the process of securing import licenses. Fatin Alshibli and Khaled Alqarni (2024) advocate further studies that look at regulative obstacles through the lens of SMEs. Through such studies, the critical barriers might be understood and policy suggestions made to simplify the importation procedure to SMEs.
Methodology
This study will use a qualitative research methodology to look into the trade obstacles SMEs in Bangladesh experience while trying to get medicine import licenses. A qualitative method is suitable since it enables a thorough comprehension of operational and regulatory difficulties, capturing the intricacies of legal and bureaucratic procedures (Kruger & Mitchell, 2022). This approach will allow the study to explore the underlying factors and contextual nuances that shape the challenges SMEs face in the pharmaceutical import sector.
The study will be situated within an interpretivist philosophy, adhering to the Research Onion model (Saunders et al., 2016), with an emphasis on comprehending the difficulties and experiences of SMEs in the regulatory environment. The study plan will use document analysis to look at government regulations, drug import rules, and licensing procedures. Additional context and insights will be provided by secondary data sources, such as government publications, trade associations, and industry reports.
Documents that particularly address licensing processes, regulatory requirements, and trade impediments for SMEs will be chosen as part of the sampling strategy. The study will use thematic analysis to find recurring themes and patterns about financial limitations, bureaucratic obstacles, and compliance problems that impact SMEs' capacity to secure import licenses.
This approach offers useful insights into the obstacles facing SMEs in Bangladesh's pharmaceutical industry while enabling a methodical and structured investigation of the regulatory environment.
Data collection: Secondary sources pertinent to Bangladesh's pharmaceutical import industry will provide the study's data. This covers governmental guidelines, rules, and regulations pertaining to drug importation and licensing, especially the Drugs Act of 1940 and its later revisions (Rahman, 2022). Additional insights will be drawn from industry and academic sources to support the analysis.
Additionally, publications and industry reports from non-governmental organizations, trade associations, and pharmaceutical companies will shed light on the difficulties SMEs confront (Samir & Sheel, 2015; Nafisa Nomani, 2025). To comprehend regulatory obstacles and trade difficulties impacting SMEs, academic literature, including peer-reviewed articles, case studies, and research papers, will also be reviewed (Kruger & Mitchell, 2022; Orubu & Samad, 2022). In order to ensure that the results represent contemporary practices and challenges, the selection of data will be based on relevance, credibility, and timeliness. Sources published within the last 5 years will be given preference.
[bookmark: _Toc212497891]Data analysis: To find trends and insights about the difficulties SMEs encounter in getting import licenses, the gathered data will be subjected to thematic analysis (Saunders & Lewis, 2016). To become familiar with the content, every document will first be thoroughly examined. After that, important concerns like operational difficulties, financial limitations, regulatory compliance, and bureaucratic processes will be coded (Karim, 2023; Akang, 2023). These codes will be categorized into more general themes that emphasize the primary trading obstacles that SMEs face. Lastly, the themes will be analyzed in light of Bangladesh's political and regulatory landscape, offering a thorough grasp of how these elements affect SMEs' capacity to function efficiently and expand within the pharmaceutical industry.
Expected Findings
[bookmark: _Toc212497892]The study predicts to make certain regulatory and procedural issues which SMEs encounter during the import licensing process. The barriers will probably encompass the delays in the bureaucratic processes, complicated documents, and high compliance expenses. These barriers are expected to have a profound impact on the operational performance and competitiveness of SMEs, and it will be hard to maintain operations and compete with bigger companies (Samir and Sheel, 2015). The study will then offer specific policy recommendations based on these findings in order to streamline the process of licensing imports, to reduce the associated costs, and generally to enhance the regulatory environment of the SMEs in the pharmaceutical industry.
Limitations
This study has a number of drawbacks. Due to institutional and geographic limitations, it can occasionally be challenging to locate current and thorough information on Bangladesh's regulatory process, making data access a crucial issue (Saunders & Lewis, 2016; Creswell & Poth, 2018). In-depth understanding of SMEs' first-hand experiences navigating the import licensing process may be limited by the study's restriction to secondary data (Kruger & Mitchell, 2022). Additionally, time constraints may limit the extent of the data analysis and literature research, thereby prohibiting inclusion of all relevant studies (Saunders & Lewis, 2016). To address these limitations, the study will prioritize the most relevant and credible sources to ensure a focused and comprehensive analysis within the available timeframe.
Academic databases and internet resources will be used to obtain the most pertinent information in order to address these inadequacies. To guarantee a thorough study within the allotted time, important documents and reports that offer important information will be given priority, and the most important facets of the research questions will be given attention (Creswell & Poth, 2018). This approach will help ensure that the research remains focused, reliable, and relevant despite the study’s limitations.
[bookmark: _Toc212497893]Timeframe
The following table outlines the 16-week timeline for the completion of the dissertation, highlighting the key tasks for each period. This schedule allows for adequate time for the proposal, literature review, data collection, analysis, and final submission.           
16-week Dissertation Timeline Gantt Chart:
[bookmark: _Toc212497894]                       
	Task
	Week 1-2
	Week 3-4
	Week 5-6
	Week 7-8
	Week 9-10
	Week 11-12
	Week 13-16

	Proposal Development and Approval
	· 
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	Literature Review
	
	· 
	· 
	
	
	
	

	Collect and Review Documents/Secondary Data
	
	
	· 
	· 
	
	
	

	Analyze Data & Identify Key Themes
	
	
	
	· 
	· 
	
	

	Draft Dissertation (Findings & Recommendations)
	
	
	
	
	· 
	· 
	

	Review & Revise Dissertation
	
	
	
	
	
	· 
	· 

	Final Proofreading & Submission
	
	
	
	
	
	
	· 







Conclusion
[bookmark: _Toc212497895]The dissertation will look at the challenges Bangladeshi SMEs face in obtaining drug import licenses. By identifying the primary obstacles, such as financial constraints, bureaucratic inefficiencies, and compliance issues, the study will also provide significant insights into the regulatory environment (Samir & Sheel, 2015; Karim, 2023; Orubu & Samad, 2022). The findings will be used to guide policy suggestions meant to improve the licensing procedure, which may eventually boost SMEs' operational effectiveness and competitiveness in the pharmaceutical sector (Anwar, 2025; Akang, 2023). Ultimately, the study aims to contribute to a more efficient and SME-friendly pharmaceutical import system in Bangladesh.
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