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In an ever changing world, the expansion of industry sectors are inevitable, and nowhere is this more evident than in the medical industry. A 30 billion dollar market (World Health Organization, 2017), falsified medical products have been able to make their way into hospitals, clinics, and pharmacies globally, and subsequently put much of the world's population at risk of sickness or death. The issue of the production and distribution of these falsified products has now become a problem on a global scale, and has become dominated by low quality pharmaceutical suppliers, who have found opportunities for extremely high profit margins within this issue. Due to the internationality of this issue, a lack of regulation, and difficulty locating falsified medical products, this issue must be confronted immediately and on a global scale.

These products can be broadly classified in two different ways, each dangerous in their own respective manners. Some falsified medical products simply fail from curing users, normally through not containing any active medicine. While this is a less extreme and dangerous classification, it can have many dangerous consequences, including the creation of drug resistant infections, and of course patients being caused harm from a lack of treatment. The other, and more dangerous, classification of falsified medical product are types of medicine that actively cause harm to patients. Such products can become available in many forms, ranging from simple pills to vaccines. In fact, the widespread production of falsified medicine has made an estimated 1 in 10 medical products in low and middle income families a substandard or falsified medical product. (WHO) In many cases, falsified medical products have become essentially indistinguishable from their high quality counterparts, making locating a preventing these products all the more difficult.

While falsified medical products have always been a problem, the issue has become more and more pressing in part due to the expansion in usage of the internet and other forms of media, as well as the medical industry itself. More types of falsified medical products can reach people through this increase in communication in the form of spam emails or backdoor websites to name a few. That said, there are even a range of cases in which falsified medical products were administered in respected medical institutions, and hospitals, making this issue even more dangerous. On top of this, many patients have taken to self-diagnosing themselves, and administering their own medications as a treatment. This has subsequently caused dangerous products to get into the hands of innocent users globally. The medical market itself has also grown substantially over the past 15 years, and this has provided many opportunities for falsified medical products to make their way into a medical market that is growing at speeds never before seen, and also lacks regulation. While falsified medical products used to be found predominantly in countries with civil unrest, low standards of healthcare, or conflicts, they can now be found globally and under almost any circumstance.


Definition of Key Terms
Substandard
Authorized medical products that fail to meet their quality standards or specifications.
Falsified
All medical products that deliberately misrepresent their own identity, composition, or source, and are meant to purposefully deceive patients using them.
Unregistered
Medical products that have not received approval or a form of evaluation by a regulation authority of a given region, city, or nation. These products are not always harmful, but can pose a dangerous threat to patients around the world.
Antibiotic
A medicine meant to inhibit the growth of harmful microorganisms or bacteria. 
Lifestyle Medicine
Lifestyle medicines can take many forms, and include steroids, hormones, or common allergy medications. These medicines are meant to treat factors related to patients lifestyles, such as nutrition, stress, and physical activity. In more developed nations, these types of medicine are the most common to be found in falsified or substandard forms.






Background Information

The Growth of the Medical Market

In recent years, the issue of falsified medical products has grown more and more pressing. In fact between 2006 and 2009 the number of false medical products confiscated on EU borders tripled, reaching around 7.5 million individual units.  This extreme growth has happened during the growth and expansion of both the internet, and social media. The opportunity for anyone to publicly promote anything has allowed substandard medical products to reach consumers, often times overseen by legal and licensed pharmacies or medical institutions. That said, not only has the market for falsified medical products increased, but so has the market for normal medical products. Over the past 20 years, per capita spending on medicine has doubled, and in low income countries tripled. For the first time 15 years ago, global spending on medicine passed 500 billion USD, and spending has now passed 1.1 trillion USD. This increase has provided large opportunities for profit for small, low quality companies to survive in a growing medical market. Not only do consumers have more opportunities to buy high quality medical products from respected companies, but also have opportunities to get their hands on substandard medical products. All in all, this increase has not only opened doors for high quality medicines to reach the market, but also for falsified medical products to end up in the hands of a large array of people across the globe, however most notably in the United States, West Africa, Europe, and India.

Throughout recent years, not only have the numbers of falsified medications being produced increased, but so have the types of medications becoming falsified, expanding to most predominant type of medicines. In the past, falsified medical products were almost exclusively “lifestyle medicines”, or medicines used for the well being of consumers. These medicines include nutritional medicines, stress related medicines, sleep medications, or steroids. Often times these medicines are hoaxes, which were never going to work in the first place. They are also used in situations of relatively low importance, where a failure to work doesn’t result in any problems to the consumer: The consumer has no large problem that remains uncured, and is rarely harmed by using said medication. However these products have now been extended to much more important medicines: Painkillers, antibiotics, or cancer medications to name a few. These types of medications result in real problems for users, and can not only directly harm them, but also fail to cure them, which in some cases is more dangerous. Another problem that has come up due to this increase, the sale of such products are not limited only to illegal websites or trading channels, but also to legal forums, creating a broader issue that is harder to detect and prevent. While more rare, this remains a very real problem, and makes the challenges of finding a solution even more difficult. 

The Challenges of Finding a Solution

Perhaps the most challenging side of this issue is the difficulty of finding a proper solution. While several efforts have been attempted to solve this problem, including the Global Surveillance and Monitoring System created by the World Health Organization (WHO), or work from the Infections Diseases Data Observatory (IDDO) none has been able to find a solution that tackles all parts of the problem internationally. Part of the problem is a lack of scientific data. Information on the numbers and types falsified medical products are largely skewed, as they are rarely reported by the nations they occur in, or simply not reported at all. Because of this, it is rare to have the whole picture on any issue. When you try to gather more information on the origins or type of medical product being investigated, it becomes close to impossible to pinpoint what action should be taken. Also, often times the numbers that we do have are incorrect, not scientifically accurate, or fail to characterize some part of the problem. In a study conducted by the National Institutes of Health, around 38% of physicians have met patients suspected to have used falsified medical products. Of those patients, 105/139 had obtained their medication abroad, and another 22 obtained theirs on the internet, meaning that 127 out of the 139 patients received falsified medical products through low quality or potentially illegal sources. Finally, 78.5% of the doctors used in this study believed more knowledge was needed on substandard or falsified medical products. All in all, we are well aware of the problems with this issue, and a need for a solution. The problem is that more information and regulation is needed to comprehensively tackle this issue. As opposed to self diagnosing, or buying medical products from dangerous outlets, it is important that we only use medications that come from high quality and reputable companies or pharmacies, and that we take the time to create frameworks that prevent falsified products from reaching consumers.





Major Countries and Organisations Involved

World Health Organization

The World Health Organization has been the organization which has most adamantly attempted to provide solutions and statistics on this issue. Being an organization which provides a unique opportunity to try to create an international solution, the work they have done has been influential. The most notable of their efforts to solve this issue was the WHO Surveillance and Monitoring System, launched in 2013. Firstly, this system encouraged countries to report findings of falsified medical products to the WHO, allowing them to create a much more accurate picture of the global numbers. Through these numbers, the World Health Organization has been able to provide both technical assistance and issue medical product alerts to alleviate some of the damage. Though this system attempts to solve the problem, it fails to actively prevent this issue, and likely misses the majority of cases. That said, the framework set up by the WHO is a step in the right direction, and should be used as a stepping stone to create more complete solutions in the future.

United States of America

The United States, being one of the most populated and diverse countries in the world has found itself especially prone to this issue. Part of the problem in the United States, as well as in other large countries, is a lack of funding and/or manpower to tackle this issue. In the United States, the only federal agency available to enforce pharmaceutical standards is the Food and Drug Administration (FDA), of which falsified medical products only makes up a small portion of their responsibilities. Because of this, the United States has found itself in many dangerous situations, where civilians are treated with falsified medical products. One example of this is in 2013, when a Massachusets based compounding pharmacy caused 693 Americans to become sick, as well as 45 deaths, after a blatant manufacturing problem was ignored. On top of this, the United States has the highest valued pharmaceutical market in the world, at 339.7 billion dollars, almost 4 times higher than any other country in the world. This gives the United States a large responsibility to act as a role model for other nations, as well as pressure to enforce high standards to avoid the spread of falsified medical products.

European Union

The European Union is in the unique situation of controlling this issue in many different countries. Of the 10 countries with the largest pharmaceutical markets in the world, 5 are a part of the European Union. Therefore, the European Union along with many European countries find themselves in a problematic situation of needing to expend lots of effort on finding falsified medical products. Part of the problem is that there are many different currencies and markets within Europe, which each play a role in the medical industry, bringing many pharmacies and suppliers to sacrifice quality products for low prices. That said, Europe has the resources needed to tackle this issue, and has taken some steps towards a solution, such as a 2013 directive which strengthened inspections, record-keeping requirements, and quality standards, as well as a required authenticity feature, which helps distinguish the authenticity of certain products. Because of these resources, the European Union should place themselves at the forefront of future attempts to internationally create a solution.

India

India has some of the largest problems with falsified medical products globally. Not only have they been blamed by countries such as the United States for being a large source of the global falsified medical product supply, but recent studies have also suggested that around 20% of all drugs sold in the Indian market are counterfeit or substandard, twice as high as the common statistic of 10.5% medical products being falsified in low income households globally. Also, in a report by the European Commission, it was found that 75% of substandard or falsified medical products from around the world originated in India. Part of the problem initiates from India’s extremely large population, however other problems such as low access to high quality medical care and a lack of regulation also contribute. Therefore, it is vital that India, along with other nations of large populations or lesser development strive to solve this issue within their borders.

Uganda

Uganda, outside of West African countries, has been the African nation most exposed to falsified medical products. The Ugandan government, along with their own National Drug Authority (NDA) have had difficult times preventing the spread of bad medicine, especially falsified malaria medications. However unlike many other African nations, in March of 2019, the NDA partnered with a United Kingdom based company MediConnect, which used their blockchain technology to locate falsified medical products. Since its implementation last year, around 200 separate boxes of drugs have been confiscated. The technique of partnering with external nations or companies could be a useful one, especially for developing nations, in finding an implementable solution within a nation.

China

China, alongside India, is the worlds largest provider of falsified medical products, and one of the largest in Southeast Asia. There have been several notable instances of problems regarding falsified medical products, one of which occurred in 2009, when the International Criminal Police Organizations seized 20 million pill bottles of illegal pharmaceuticals, resulting in 33 arrests and the closure of 100 retail outlets. Seeing as 50-60 percent of all falsified medical products are shipped by sea, this puts China in prime location to further this issue. Though the World Health Organization has issued several threats to Southeast Asia as a whole, very little has been done to combat this issue in China.

Lebanon

In recent years, Lebanon has started taking more steps to combat the spread of falsified medical products within their nation. A 2004 report by the Lebanon Parliamentary Health Committee estimated that 35% of all drugs in Lebanon were fake. The government recently began a campaign to spread public awareness and help prevent the spread of false medicine, after many healthcare workers and hospitals began reporting rises in cases. However, due to corruption in the country, drug-combatting forces are having difficulties stopping the spread of falsified medical products. Studies and investigations have shown that highly-ranked government officials are main benefiters of the sale of falsified medical products in the country.  

Brazil

Brazil also has a large problem when it comes to falsified medical products. Similar to other countries, this largely stems from their large population and their lack of inspectors. With only 2,400 inspectors, instead of the 10,000 that are needed, the government has to keep a tab on over 60,000 individual pharmacies, laboratories, and distributors. Brazil currently has one pharmacy for every 3,000 people, double the World Health Organization’s recommended amount, making this situation difficult to control, and has caused sales of counterfeit medicines to surpass $500 million a year.

West Africa
Out of all the regions in the world, the situation in West Africa is likely the most problematic. According to the WHO, 42% of all falsified medicines seized from 2013 to 2017 were in Sub-Saharan Africa, and this doesn’t even account for all the drugs that pass under the radar. Part of the problem is that the statistics compiled by the WHO rely on the reporting of the nations themselves, so in places of weak regulation or under-reporting, such as West Africa, this becomes a large problem. In fact in the Ivory Coast, Guinea-Bissau, Liberia and Sierra Leone 19 tonnes of counterfeit medicines were seized in 2018, and in 2017, 420 tonnes were seized in West Africa as a whole. Part of this problem stems from a lack of infrastructure, as well as impoverished citizens. When high quality medical products are unavailable or too expensive, many civilians revert to purchasing unlicensed medications for cheaper prices. It is highly likely that to create a notable positive change in West Africa, the help of more developed nations would be required.


Timeline of Events


	Date
	Description of event

	April 7, 1948




2005




2006-2009
	The World Health Organization is created, becoming one of the forefront organizations concerned with combatting the spread of falsified medical products.

For the first time, global spending on medicine passes 500 billion USD, and confirms the growth of the medical market.


Over a span of 3 years, 7.5 million units of falsified medical products are confiscated on European borders, influencing the European Union to take its first steps towards combatting the spread of bad medical products several years later.

	
June 8, 2011





July, 2013





2017
	
The European Union passes a directive which aims to prevent the spread of falsified medical products within Europe. This is one of the first large steps taken towards combatting this issue.

The Global Surveillance and Monitoring System established by the WHO, and is one of the sole locations to find accurate statistics on this issue in the present day.

420 tonnes of falsified medical products are confiscated throughout West Africa.

	March, 2019






May 22, 2019
	Uganda partners with the United Kingdom based company MediConnect to help track the locations of falsified medical products within their nation, making it one of the first times that a developing nation partners with an external source to combat this issue.

The Guide to Good Legislative Practices on Combating Falsified Medical Product-Related Crime is published by the UN, outlining recommended ways to change the law in countries to prevent falsified medical products.

	
	



Relevant UN Treaties and Resolutions

2011 - Resolution 20/6: Countering fraudulent medicines, in particular their trafficking 

This resolution was created to encourage nations to set up frameworks which were meant to strengthen or implement measures to prevent the trafficking of fraudulent and falsified medicines. It was adopted by the United Nations Congress on Crime Prevention and Criminal Justice (CCPCJ) in 2011. While it was a good starting place, this resolution focused very heavily on the trafficking aspect of this issue, and failed to specify how to prevent the manufacturing of falsified medical products, ways to identify such products, and how to prevent fraudulent medicines from reaching consumers in an all-encompassing way. On top of this, the CCPCJ only has 40 member nations, so it is likely that a solution on a broader scale would require different aspects.

Previous Attempts to solve the Issue


2013 - Global Surveillance and Monitoring System

The Global Surveillance and Monitoring system, implemented by the World Health Organization in 2013 has been the premier system to tackle the issue of falsified medical products. That said, its usefulness is hard to gauge, as there are many significant flaws to this system. Firstly, it does nothing to actively prevent this issue; It only sets up a framework for how to track those medical products. Also, it heavily relies the honesty and consistency of its nations to report accurate numbers of falsified medical products from within their borders. This part of the system is very hard to enforce, so while it is a good step towards getting accurate statistics, more is needed to solve this issue. 

May 22, 2019 - Guide to Good Legislative Practices on Combating Falsified Medical Product-Related Crime: A Guide to Good Legislative Practices

This is another example of a step in the right direction not being enough to fully combat this issue. This guide was passed in 2019 by the UNODC, to be used as a framework as to how to create legislation which prevents the spread of falsified medical products. The guide itself even states that this “Is not a model law and does not provide a ‘one size fits all’ constitutional and legislative framework.” Similar to past efforts to solve this issue, this guide doesn’t create a functional method to stop this problem.

June 8, 2011 - DIRECTIVE 2011/62/EU 

This directive, established by the European Union in 2011, is meant to strengthen the protection of European consumers of medical products. It can more or less be grouped into four main ways in which it attempts to combat this issue: Firstly, it creates a unique safety feature, to be used on all authorized medical products. These include a barcode, as well as an anti-tampering device that can confirm the legitimacy of said product. Secondly, it introduces various responsibilities which must be complied with by medical brokers. The third pillar it introduces is that all imported active substances  require a written confirmation from the supplier to insure good manufacturing practices. Finally, this directive adds an obligatory logo to be displayed on licensed pharmacy websites, to ensure consumers know they are dealing with approved sources. Unlike many other places and organization which have attempted to implement solutions to this issue, this directive from the EU is one of the best created so far. 

Possible Solutions

There are several possible solutions to this problem. One of these solutions is improving the requirements for quality standards to ensure that only functional medical products are reaching consumers. There are several potential ways to achieve this, but one option is to have a method of marking products or online websites through a logo or barcode which can confirm a products authenticity. Similar systems are currently in place in developed regions, such as the European Union, but have not been used on a broader scale.

Another potential step to take is to simply improve our knowledge on the scale of this issue, which will inevitably lead to future solutions. There are several ways to achieve this. Firstly, a mandatory system could be implemented where nations are required to communicate with the United Nations on numbers and instances of falsified medical products being found within their nation. This process could be overseen by a UN body to ensure transparency, which would essentially be building on the system currently being used by the WHO. Another way to achieve this would be to have more definitive guidelines on what constitutes a falsified medical product, and what should be considered a baseline quality for different common medicines. Universally agreed upon standards and definitions relating to falsified medical products do not exist, and creating them would not only facilitate easy decision making, but would also make it quite simple for external organizations or nations to help developing nations fight this situation.
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