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Abstract 

          

 This study examines the widespread distribution of counterfeit medicines smuggling across Southeast Asia and 

the policy responses of the Association of Southeast Asian Nations (ASEAN) to eliminate it. The ongoing and increasing 

counterfeit medicines trade is a transnational public health problem that is difficult to tackle by national governments 

alone due to the manufacturing of counterfeit medicines in China, India, and Pakistan, as well as within Southeast Asia 

by organized criminal groups and their international distribution through illicit channels. The problem identified by this 

research is that very few studies analyze ASEAN’s policies on this matter or its capacity to lead and implement regional 

programs to eliminate counterfeit medicines. This study explores the extent of counterfeit medicines in the Southeast Asia 

region and analyzes existing regulatory, law enforcement, and healthcare policies of ASEAN to respond to counterfeit 

medicines issues.  

  

 A qualitative documentary methodology using the Qualitative Content Analysis (QCA) framework was 

employed to code and analyze documents collected from ASEAN, international organizations, and national news outlets. 

The findings add to the body of research by suggesting that ASEAN’s policies are inadequate for fighting counterfeit 

medicines smuggling as they are largely regulatory in nature\ and ignore the healthcare and law enforcement actions 

needed to eliminate the transnational criminal networks that produce and distribute the counterfeit medicines. 

Additionally, ASEAN lacks the financial and human resources as well as the decision-making authority to enable 

sustainable transnational cooperation among member states on this issue.   

 

Keywords: Transnational Cooperation, ASEAN, Counterfeit Medicines Smuggling, Regional Policy.  

 

 

1.   Introduction 

Counterfeit medicines are well known in Southeast Asia for causing various health problems.  

Consumption of counterfeit medicines can lead to increased drug resistance, untreated diseases, and even 

death, all of which, in turn, create financial burdens for governments and reduce public trust in state health 

services. According to the World Health Organization (WHO), counterfeit medicines are medicines that have 

been “deliberately and fraudulently mislabeled” and produced with insufficient amounts of correct 

ingredients, wrong ingredients, or no active ingredients (World Health Organization, 2010). Some counterfeit 

medicines may contain dangerous ingredients such as mercury, arsenic, rat poison, or cement (International 

Criminal Police Organization (INTERPOL), n.d.). According to a 2019 study by the United Nations Office 

on Drugs and Crime (UNODC), Southeast Asian consumers, most of whom come from mostly low- and 

middle-income backgrounds, spend a worrying USD 520 million to 2.6 billion per year on counterfeit 

medicines (United Nations Office on Drugs and Crime (UNODC), 2019a). 
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For most member states of the Association of Southeast Asian Nations (ASEAN), Southeast Asia’s 

leading regional institution, counterfeit medicines are a problem they do not have the capacity to eliminate 

on their own. Criminal syndicates operate transnational smuggling routes across national borders and control 

the manufacture and distribution of counterfeit medicines in many Southeast Asian countries (United Nations 

Office on Drugs and Crime (UNODC), 2013). They exploit weak regulations and poor law enforcement 

systems in almost all Southeast Asian countries to import counterfeit medicines from illicit pharmaceutical 

producers in China, India, and Pakistan or to manufacture the medicines inside Southeast Asia, which are 

then sold and distributed through a variety of channels (International Criminal Police Organization 

(INTERPOL), 2020). A combination of socioeconomic and political factors, namely poverty, poor drug safety 

surveillance and monitoring, low availability of affordable medicines, and weak international cooperation, 

contributes to the ongoing expansion of the counterfeit medicines trade in the region. 

 

Despite the seriousness of this problem, there has not been much research into the effect of 

counterfeit medicines on ASEAN as well as ASEAN’s policies on this matter. A review of the available 

literature found very few studies that provide a baseline understanding of the regional counterfeit medicines 

trade in Southeast Asia. There is also startling little scholarship on how ASEAN fosters collaboration among 

its member states to fight against the trade. Until the early 2010s, most research conducted on transnational 

smuggling in Southeast Asia was either on illicit drugs or human trafficking, most probably due to the global 

attention on combating narcotics production and human trafficking in the Golden Triangle between Myanmar, 

Laos, and Thailand. (Dupont, 1999; Emmers, 2003; Emmers, 2007; Sundram, 1999). The available baseline 

studies on counterfeit medicines smuggling in Southeast Asia were conducted largely by either United 

Nations (UN) bodies or affiliated international organizations, such as the Organization for Economic 

Cooperation and Development (Organization for Economic Cooperation and Development/ European Union 

Intellectual Property Office, 2020; United Nations Office on Drugs and Crime (UNODC), 2019a; United 

Nations Office on Drugs and Crime (UNODC), 2019b). These reports mainly provide an overview of 

counterfeit medicines' production and distribution networks, and seizures of counterfeit medicine stocks by 

National Medicines Regulatory Authorities (NMRAs), in Southeast Asia. 

 

Early research on ASEAN transnational cooperation on counterfeit medicines appeared in the late 

2000s and was discussed within the context of ASEAN’s regional mechanisms for combating transnational 

crime (Emmers, 2007; Lamy & Phua, 2012; Lamy & Liverani, 2015). These researchers argued that ASEAN 

institutions were the most effective platforms for encouraging dialogue and fostering cooperation between 

Southeast Asian countries on tackling counterfeit medicines smuggling. They argued that ASEAN member 

states have been taking collaborative regional action against transnational crime since the 1970s. However, 

despite this focus on transnational crime, the early literature showed that actual action by ASEAN on 

counterfeit medicines had been largely lacking. Research by Nwokike et al. (2013) found that ASEAN had 

only created a regulatory body, the Pharmaceutical Product Working Group (PPWG), to regulate medicines 

in the region, share information on detected counterfeit medicines through its post-marketing alert system, 

and reduce trade barriers to pharmaceutical production and trading.   

 

While the available research suggests that ASEAN may be the most effective platform for 

transnational cooperation in Southeast Asia, scholars like Emmers (2003, 2007) argue that ASEAN lacks the 

ability to take concrete action on transnational crime issues because of the interference of ASEAN’s 
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fundamental principles: non-interference in the domestic affairs of other states and consensus decision-

making. Lamy and Phua (2012) add that ASEAN member states have more interests in national sovereignty 

than regional security.  

 

The literature review revealed that there were gaps in ASEAN’s leadership and its regulatory, 

healthcare and law enforcement policies on counterfeit medicines. This study aims to fill the gaps in the 

literature by investigating the scale of counterfeit medicines production and distribution in Southeast Asia 

and by exploring the role of ASEAN in eliminating the counterfeit medicines trade.   

 

2.  Objectives 

 

1) To explore the transnational nature of counterfeit medicines smuggling in Southeast Asia, 

particularly how they are distributed in the region and what impacts they have on communities and national 

public health systems 

2) To analyze the existing regulatory, law enforcement, and healthcare policy priorities of ASEAN 

in its response to the counterfeit medicines smuggling problem 

3) To assess the ability and sustainability of ASEAN’s regional cooperation mechanisms in 

eliminating the counterfeit medicines trade in Southeast Asia 

  

3.  Materials and Methods 

This qualitative study was performed using documentary research methodology. A qualitative study 

was selected for this research because it allows the researcher to enquire and examine features of the social 

world. Relevant documents for this study were collected from a wide range of Southeast Asia-specific 

sources, including ASEAN’s online content repository, the databases of Southeast Asian public health 

ministries and regulatory agencies, the content databases of the UN, ASEAN-focused newspapers and news 

websites, and academic journals. The search covered a ten-year period from 2013 to 2023, which was when 

ASEAN published its policies on counterfeit medicines smuggling and most of the relevant literature was 

written. An English language-only restriction was applied to the search results as the working language of 

ASEAN and its affiliated international organizations is English. 

 

Online searches using combinations of key search terms related to ASEAN and counterfeit 

medicines were used to identify the relevant documents for this study. During the data collection phase, 

particular emphasis was given to the collection of regulatory, law enforcement, and healthcare policy 

documents produced by ASEAN, ASEAN member states, its institutions, and its partner organizations 

regarding action against counterfeit medicines. These included meeting minutes, reports, conference notes, 

ministerial statements, strategic plans, and action plans. A similar emphasis was placed on the collection of 

articles from academic and online media sources that critically analyze ASEAN’s policies regarding the 

counterfeit medicines issue. 

 

The coding and analysis of the collected data were conducted using the Qualitative Content Analysis 

(QCA) framework. A preliminary coding framework for each research objective was first developed using a 

sample of the five most relevant documents identified during the coding process. The sample codes identified 

by this open coding process were then used in a focused coding process to summarize and categorize the 

remaining documents to produce the final coding framework for analysis. The coding process aided the 
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discovery of themes and connections between different pieces of raw data and allowed for the holistic 

assessment of the codes to identify broad patterns in the transnational cooperation efforts of ASEAN in 

tackling counterfeit medicines smuggling. 

 

4.  Results and Discussion 

The data gathered was organized and presented under three overarching themes emerging from the 

documents. The first relates to the rapidly changing nature of counterfeit medicines production and 

distribution in Southeast Asia. The second relates to the inadequate scope and voluntary nature of ASEAN’s 

policies to facilitate cooperation within ASEAN to tackle this public health emergency. The third theme 

explores the role of the ASEAN Secretariat and its anti-trafficking mechanisms in tackling counterfeit 

medicines. 

 

4.1 The Multifaceted Problem of Counterfeit Medicines Smuggling in Southeast Asia 

The findings revealed that Southeast Asia's counterfeit medicines smuggling trade is multifaceted. 

At its core, it is an economic crime governed by the principles of supply and demand, where organized 

criminal syndicates and unethical pharmaceutical companies produce and distribute counterfeit medicines to 

exploit the demand for affordable medicinal alternatives from low- and middle-income customers in 

Southeast Asia (Boyd, 2017; International Criminal Police Organization, 2014; United Nations Office on 

Drugs and Crime (UNODC), 2019a). A recurring finding in the data is that people, especially those from low 

socio-economic backgrounds, do not seek out counterfeit medicines but often give in to the temptation of 

purchasing and consuming illegal drugs when they are exposed to them because of their extremely cheap 

prices (The Nation Thailand, 2021). 

 

The counterfeit medicines smuggling trade transcends national jurisdictions and boundaries; 

counterfeit medicines flow into Southeast Asia from countries outside the region, namely China, India, and 

Pakistan and increasingly between neighboring countries since 2017 when organized criminal groups moved 

production of counterfeit medicines to Southeast Asia following crackdowns and stricter pharmaceutical 

regulations in China, India, and Pakistan (Redfearn, 2023; Boyd, 2017). Secret counterfeit medicine labs have 

appeared in Southeast Asian countries like Malaysia, Indonesia, and the Philippines, where counterfeit 

pharmaceutical products are manufactured. These counterfeit products are then exported to neighboring 

countries for packaging and distribution (United Nations Office on Drugs and Crime (UNODC), 2019b). 

Some mainstream pharmaceutical companies deliberately modify medicinal compounds or sell expired 

medicines to cut costs, thus contaminating legitimate pharmaceutical supply chains with counterfeit 

medicines (United Nations Office on Drugs and Crime (UNODC), 2013). This often happens with the 

collusion of corrupt and unethical pharmaceutical executives and government officials (Lam, 2022; 

Kuanpoth, 2017). The findings showed a worrying trend of counterfeit over-the-counter paracetamol in the 

Philippines and vaccines and cough syrup in Indonesia. Although no findings indicated that Singapore, the 

only high-income country in Southeast Asia, has domestic production of counterfeit medicines, there were 

findings showing that it is becoming a major transit and target country for counterfeit sexual enhancement, 

hormones, and beauty products (CNA News Asia, 2020).  

 

Sales of counterfeit medicines are increasing rapidly as a result of the public’s growing reliance on 

popular e-commerce platforms, social media platforms, and messaging sites for buying goods and essential 

items since the start of the COVID-19 pandemic (A Joint Effort Between EU-ABC & TRACIT, 2020). More 
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and more people are being exposed to listings and advertisements of cheaply priced counterfeit medicines, 

many of which are falsified prescription medicines (Boyd, 2017). Consumers unknowingly buy them, 

thinking they are genuine medicines offered at lower prices. When people become severely ill or die from 

taking counterfeit medicines, the public loses trust in national governments and healthcare systems to protect 

them (Syakriah, 2023). 

 

During the course of the research, no full-scale Southeast Asia-focused study on the types of 

counterfeit medicines, their origins, their public health impacts, and the criminals running the trade were 

identified. It appears that both ASEAN authorities and officials from international organizations such as the 

UNODC, INTERPOL, and OECD do not have accurate and current data on the scale of the counterfeit 

medicines trade in Southeast Asia (United Nations Office on Drugs and Crime (UNODC), 2013; United 

Nations Office on Drugs and Crime (UNODC), 2019a; OECD and European Union Intellectual Property 

Office, 2020; The ASEAN Post Team 2019). Most of the available data is fragmented; each news article or 

official source provides insights on a specific aspect of the Southeast Asian counterfeit medicines trade only. 

 

4.2 The Misalignment of ASEAN’s Anti-Counterfeit Medicine Policies 

The lack of an official ASEAN baseline study on the transnational counterfeit medicines trade in 

Southeast Asia may explain why ASEAN’s policy response to the issue seems to be misaligned with the 

reality on the ground. Despite public knowledge that the counterfeit medicines trade is operated by 

transnational criminal syndicates and drains healthcare resources, ASEAN has so far produced only one 

action plan to combat counterfeit medicines. The June 2021 ASEAN Action Plan on Substandard and 

Falsified Medicines provides a three-step approach to prevent, detect, and respond to the counterfeit 

medicines trade using a range of information-sharing, regulatory harmonization, and public advocacy 

initiatives (Association of Southeast Asian Nations (ASEAN), 2022).  

 

A close analysis of the plan, which has not yet been implemented because of a lack of funding and 

human resources, revealed that it lacks law enforcement-related objectives or initiatives to investigate and 

prosecute the organized transnational criminal groups that are responsible for the counterfeit medicines trade 

in the region. All of the counterfeit medicine-related ASEAN documents collected for this research do not 

contain any acknowledgement that the transnational counterfeit medicines smuggling problem is, by nature, 

an economic crime. Instead, it is portrayed as a regulatory problem that is caused by poor regulation of 

national and regional pharmaceutical supply chains and inequitable access to healthcare.  

 

ASEAN’s strategy to prevent counterfeit medicines from entering pharmaceutical supply chains 

relies mainly on information sharing (Association of Southeast Asian Nations (ASEAN), 2022). ASEAN 

seeks to increase real-time knowledge sharing and reporting on counterfeit medicine threats between national 

medicines regulatory and law enforcement agencies with an increase in regional counterfeit medicine 

awareness campaigns. However, ASEAN’s strategy appears inadequate because there is no focus on engaging 

with issues on the supply side of the counterfeit medicines problem, particularly the import of counterfeit 

medicines from China, India, and Pakistan or the development of law enforcement strategies to prosecute 

organized criminal groups who manufacture and distribute the counterfeit medicines. Mitigating the flow of 

counterfeit medicines into Southeast Asia’s pharmaceutical supply chains will likely require deterrence 

measures in the form of strict customs regulations and, strong penalties, and dedicated staff to implement 

them.  
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Similar to its prevention strategy, ASEAN’s strategy to detect counterfeit medicines relies primarily 

on information sharing. The AHC 3 Action Plan for Combating Substandard and Falsified Medicines outlines 

steps to foster greater collaboration on the sharing of rapid alerts of suspected counterfeit medicines within 

ASEAN and with the WHO (Association of Southeast Asian Nations (ASEAN), 2022). This includes 

assigning focal persons in each ASEAN member state to report counterfeit medicines to ASEAN’s Post-

Market Alert System and the WHO Global Surveillance and Monitoring System to allow National Medicines 

Regulatory Authorities to rapidly recall counterfeit medicines that have been detected in another country. It 

also includes strengthening regional collaboration on pharmaceutical testing through the ASEAN 

Pharmaceutical Testing Laboratory Committee to conduct regular inspections and post-market surveillance 

of medicinal products in legitimate supply chains.  

 

While these are seemingly beneficial initiatives, they do not provide specific details on how different 

types of counterfeit medicines available in Southeast Asia, of which there are many, would be detected in 

various channels. The findings show that many middle- and low-income ASEAN member states already 

struggle to monitor and inspect their country's drug outlets and pharmaceutical supply chains for counterfeit 

medicines (Megget, 2016; Gooch & Bormann, 2015). Regulating the online sale of medicines would be an 

even more overwhelming task, given how fast online transactions move. A comprehensive approach, perhaps 

even a separate action plan, for monitoring and preventing online sales of counterfeit medicines through 

collaborations between law enforcement and regulatory authorities will likely be needed to tackle this 

growing problem. 

 

ASEAN’s strategy to respond to counterfeit medicines smuggling focuses more on helping member 

states develop their solutions to the problem than setting the foundations for cooperative and cohesive 

healthcare, law enforcement, and regulatory strategy for combating counterfeit medicines (Association of 

Southeast Asian Nations (ASEAN), 2022). It outlines three key areas for action: capacity building for 

National Medicines Regulatory Authorities, training for addressing the distribution or supply of counterfeit 

medicines via the Internet, and the application of national regulatory or criminal law sanctions to address the 

problem. Each policy initiative is intended to be implemented by individual member states, with guidance 

from ASEAN and its sectoral bodies. AHC 3 also plans to help National Medicines Regulatory Authorities 

standardize their laboratory testing, post-market inspection and surveillance, and pharmacovigilance 

capacities using the WHO Global Benchmarking Tool (Association of Southeast Asian Nations (ASEAN), 

2022).  

 

These initiatives suggest that ASEAN is helping to facilitate transnational cooperation among its 

member states, but only in a supporting role. There are no indications in ASEAN’s policy documents that 

ASEAN plays an independent, lead role in formulating binding regulatory and legal frameworks for deterring 

the illegal production and distribution of counterfeit medicines, and combating the individuals and syndicates 

behind the trade. The responsibility of combating counterfeit medicines rests mainly with member states.  

 

Notably, the AHC 3 Action Plan for Combating Substandard and Falsified Medicines contains 

almost no healthcare- or law enforcement-related policies. However, under its universal health coverage 

strategy, ASEAN does have plans to improve the supply of safe and affordable medicines in the region, which 

are included in the 2016 ASEAN Drug Security and Self-Reliance and 2021 ASEAN Vaccine Security and 
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Self-Reliance policy documents (Association of Southeast Asian Nations (ASEAN), 2022; Association of 

Southeast Asian Nations (ASEAN), 2019; Association of Southeast Asian Nations (ASEAN), 2020). Its goal 

to create a harmonized regional pooled pharmaceutical procurement mechanism among its member states, if 

successfully achieved, would indirectly disrupt the business model of organized criminal groups who want to 

flood the market with counterfeit medicinal products from China, India, Pakistan, and elsewhere.  

 

4.3 The Nature of ASEAN’s Approach to Transnational Cooperation in the Fight against Counterfeit 

Medicines 

A close look at the policy initiatives in AHC 3’s action plan and work program on combating 

counterfeit medicines shows evidence that ASEAN designed the anti-counterfeit medicine policies to be 

achievable by all member states. All of the policy initiatives have a strong focus on information sharing 

between NMRAs and customs authorities. Information sharing is an important but simple goal that can be 

achieved by every member state, no matter their socioeconomic status or political situation, as it may require 

only existing personnel and very little funding.  

 

The intense focus on information sharing suggests that during negotiations to develop the policies 

for combating counterfeit medicines smuggling, ASEAN used the institution’s established consensus-based 

decision-making process to ensure that the policies did not challenge its member states’ sovereignty. This 

observation is consistent with Acharya and Johnston’s (2007) work, which found that regional institutions in 

the developing world are more likely to possess design features that preserve sovereignty than challenge it. 

ASEAN’s strong focus on information sharing to combat counterfeit medicines is a safe, lowest common 

denominator goal that does not threaten any member state.  

 

From one perspective, the simplicity of ASEAN’s policies is a promising start for efforts to combat 

counterfeit medicines smuggling in Southeast Asia. ASEAN’s cooperation on this issue will help member 

states establish communication channels among their NMRAs to discuss and collaborate on advocacy 

projects, information sharing on detected and suspected counterfeit medicines, and training programs on 

monitoring, surveillance, and inspection.  

 

In the case of ASEAN, continuous dialogue and cooperation could gradually help make relations 

between ASEAN member states more cohesive and reliant on each other for technical assistance and much-

needed information on counterfeit medicine producers and distribution channels. However, there is a 

limitation in advocating for this type of transnational cooperation. As discussed above, ASEAN may have 

agreed to focus on information sharing because it does not want to risk interference in the domestic politics 

of its member states.  This finding relates to Leifer’s (1998) argument that consensus and non-interference in 

the ASEAN way of decision-making is a conflict avoidance and management tool that allows member states 

to build cordial relationships with their neighbors while allowing them to preserve what matters most to them: 

sovereignty over their domestic politics. In their efforts to prioritize peace and friendliness in transnational 

cooperation, ASEAN may have avoided discussions on bolder action on counterfeit medicines smuggling, 

such as the establishment of an ASEAN task force that investigates and prosecutes criminal groups and 

corrupt government officials involved in counterfeit medicines smuggling. The emphasis on consensus risks 

keeping the scope of transnational cooperation on this issue was minimal and focused on the sovereignty 

concerns of national governments. At the same time, criminal groups exploit ASEAN’s inaction to expand 

their counterfeit medicine businesses and profit off their citizens. 
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If the discussion above has confirmed anything, it is that ASEAN member states are the primary 

actors in anarchy. They maintain authority over ASEAN and utilize it to fulfill their interests, namely the 

interests of the governments leading the ASEAN nations. On transnational cooperation on counterfeit 

medicines, the findings illustrate that ASEAN members are the implementers of the policies, and ASEAN 

sectoral bodies such as AHC 3 and the PPWG have only minor monitoring, coordination, and information-

sharing responsibilities. 

 

The result is an international order where the region’s sole centralized regime, the ASEAN 

Secretariat, is prevented from becoming a decision-making body that has the authority to establish and 

implement policies in the interest of all Southeast Asian citizens. This creates a concerning paradox for 

transnational cooperation within ASEAN because while ASEAN member states have control over regional 

policies, there is no oversight body that ensures that the commitments and goals made by member states are 

achieved. Moreover, in the AHC 3 Action Plan for Combating Substandard and Falsified Medicines, there is 

a note saying, “this collaborative action plan is dependent on sufficient human and financial resources in 

order to deliver these activities. Governments, regional and international organisations should combine 

efforts to mobilize the necessary resources” (Association of Southeast Asian Nations (ASEAN), 2022).   

 

It is unclear whether ASEAN officials or member state representatives included this note, but it 

confirms the non-binding and voluntary nature of ASEAN’s transnational cooperation on this issue. Without 

the appropriate resources to even begin with, ASEAN’s commitment to tackling counterfeit medicines 

smuggling risks has become an empty promise, especially as the AHC 3 action plan was endorsed in June 

2021. However, the findings between then and late 2023, when this research was conducted, did not reveal 

any progress on the securing of these resources. Additionally, as the findings highlight, ASEAN’s influence 

on regional cooperation between member states is limited because, despite being Southeast Asia’s leading 

regional institution, it has neither legal powers nor a significant budget (Russell, 2020). It is not an actual 

regional intergovernmental organization that represents the region's interests as a whole, including its citizens 

and governments. Rather, it is designated as a coordinator of information, tasked with collecting data on the 

implementation of ASEAN projects, producing progress reports for projects, and organizing meetings for 

officials from member states (Lin, 2022). This limited mandate influences the capacities of all ASEAN 

sectoral bodies, as evidenced by the largely administrative duties that AHC 3 and PPWG have been assigned 

in the efforts to combat counterfeit medicines. As Lin (2022) explains, since ASEAN’s inception, member 

states have been careful to maintain a ‘political master’ relationship with ASEAN’s ‘servant’ bureaucrats. 

This institutional design makes ASEAN weak as it does not have the capacity to implement more decisive 

action to dismantle the counterfeit medicine smuggling networks or independently conduct deeper research 

into the transnational crime behind counterfeit medicines to identify the full scale of the problem so effective 

policies and actions can be designed. 

 

ASEAN’s limited capacities are further weakened by its limited human resource and financial 

capabilities. The available data is inadequate, but the findings suggest that the ASEAN Secretariat has 300 

staff members and an overall annual budget of around USD 20 million (Russell, 2020). The findings suggest 

that with this budget, ASEAN can only pay the salaries of its staff, manage ongoing operations, and organize 

the more than 1,500 meetings held each year. These figures are concerning as they show that the ASEAN 

Secretariat is understaffed and underfinanced. Therefore, efforts to combat counterfeit medicines in Southeast 
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Asia will rely on the voluntary financial and human resource contributions of ASEAN member states, which 

they have not yet committed to date. Unless ASEAN member states expand ASEAN’s capabilities, the 

regional organization will only be able to serve a secretarial role on this issue. 

 

 

5.  Conclusion 

The study results show that ASEAN cannot maintain sustainable cooperation among its member 

states in its fight against counterfeit medicines smuggling in Southeast Asia because of a misalignment 

between ASEAN’s policies and the criminal nature of the trade. Counterfeit medicines are being imported to 

and produced in Southeast Asia by a wide variety of criminal actors, from organized criminal syndicates to 

unethical pharmaceutical companies, and unknowingly bought by the public through legitimate and illegal 

channels. ASEAN’s policies to combat these counterfeit medicines entirely overlook the criminal nature of 

the problem and instead focus on the regulatory weaknesses of the region’s pharmaceutical supply chains 

through increased information sharing between the national regulatory, customs, and law enforcement 

authorities of member states.  

 

This limited cooperative approach, likely created through consensus to make it achievable by all 

member states, maintains the status quo of non-interference in domestic affairs while allowing ASEAN to 

take some action to investigate and limit the distribution of counterfeit medicines. Additionally, the findings 

demonstrate that ASEAN is mandated by member states to conduct only administrative duties. In the years 

since the issuing of the anti-counterfeit medicine policies, there is no data suggesting that the policies have 

been implemented or that member states have committed financial and human resources to enable 

transnational cooperation to combat counterfeit medicines.  

  

There are several gaps in the findings that would benefit from further research. One is the need for 

a deeper understanding of the decisions and intentions of ASEAN in developing the policies of the June 2021 

ASEAN Action Plan on Substandard and Falsified Medicines. Further research using open-ended 

questionnaire interviews with ASEAN policymakers and AHC 3 personnel about the agreements and 

discussions that led to the creation of the June 2021 action plan would help reveal how the decisions were 

made and why the action plan is very focused on regulatory action. Additionally, further exploration of the 

financial and human resources of the ASEAN Socio-Cultural Community and AHC 3 would be very useful 

for quantifying ASEAN’s role in assisting with implementing the June 2021 ASEAN Action Plan on 

Substandard and Falsified Medicines. Such a study could help shed light on how ASEAN utilizes its resources 

and how this influences policy formulation.  
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