
 
Topic 002: Proliferation of Counterfeit Medical Products 

Introduction 

Pharmaceuticals play a key role in maintaining human health worldwide, from 

managing chronic conditions to curing acute illness. However, despite the extreme importance 

of medications in human health, in developing nations, an estimated 11 percent of medicines 

are counterfeit.  These medications either contain no active ingredient, an inadequate amount 1

of active ingredient, the wrong active ingredient, or toxic ingredient. They are often 

manufactured in an unhygienic environment by underqualified workers, and may be 

contaminated or contain impurities. However, these medications are difficult to detect 

because they are designed to imitate the authentic product and may not cause serious ill effects. 

In the case that these drugs do not cause deleterious effects, they can still harm patients 

through inadequately treating the illnesses for which they were intended. 

1 http://www.cbc.ca/news/health/fake-medicines-developing-countries-who-1.4422781 

http://www.cbc.ca/news/health/fake-medicines-developing-countries-who-1.4422781


While this issue was historically contained to developing nations, today, every country 

is at risk. Globalization has brought the manufacture and distribution of counterfeit drugs 

worldwide, and an increasing number of individuals self-diagnose and buy products from 

unregulated marketplaces. Besides this, larger public health crises, such as antibiotic resistance, 

are accelerated by the usage of inadequate dosed drugs. As counterfeit medical products gain 

traction, the public begins to lose faith in legitimate pharmaceuticals and medical systems, 

which also exacerbates public health issues. By far, the biggest burden of this proliferation is 

still beared by poorer nations in the midst of conflict, where healthcare systems are 

ill-equipped or non-existent.  This means that hundreds of thousands die each year from the 2

consequences of counterfeit drugs. It is critical for the World Health Organization to 

implement a solution to this issue so that counterfeit medications will no longer be available to 

harm individuals around the world. 

Definitions 

To understand this issue, it is important to first understand the terminology of 

counterfeit medications. A substandard or out-of-specification medical product fails to meet 

quality standards and/or specifications, despite being authorized. Meanwhile, unregistered or 

unlicensed medical products have not been evaluated and/or approved by the relevant 

regulatory agencies for their markets of distribution or use. A falsified medical product is one 

that intentionally falsifies its identity, composition, or source.  3

Substandard medical products are often distributed when there is a lack of instruments 

and technical capacity to enforce quality during manufacture, supply, and distribution. 

2 http://www.who.int/mediacentre/factsheets/fs275/en/  
3 http://www.who.int/mediacentre/factsheets/fs275/en/ 
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Meanwhile, falsified medical products thrive in environments with little regulation or 

governance and are benefited by unethical practices throughout the supply chain. While these 

conditions are easily met in developing countries with a lack of medical supplies, counterfeiters 

can easily target wealthier countries with lucrative high-turnover high-demand medications. 

The rise of online pharmacies in high-income countries plays a large role in this. These 

pharmacies easily skirt regulations due to globalization. Globalization has made it harder to 

regulate products since products are being brought to multiple locations to be assembled, so it 

may well be impossible to track or prosecute cases of counterfeit medicines, especially with 

offshore companies and bank accounts as well.  4

A variety of other factors contribute to this problem. Drug shortages allow suppliers to 

fill the gap with counterfeit medications, such as in 2015 when pharmacies in Niger 

unknowingly purchased expired vaccines to combat an outbreak of meningitis. Stigma also 

play a large part in the production of counterfeit goods; Viagra is one of the most 

counterfeited drugs.  Counterfeiters have sophisticated methods of presenting counterfeits as 5

authentic goods. Past cases have seen legitimate shipments augmented by false product and an 

extra “0” added to the shipping label. 

These medical products pose threats to human health and wellbeing in many ways. 

Substandard, unregistered, and falsified products may all directly harm users through 

contaminants and lack of active ingredient. Pneumonia- and malaria-related counterfeit drug 

deaths have already numbered in the hundreds of thousands, affecting mostly children. 

4 http://www.who.int/mediacentre/news/releases/2017/substandard-falsified-products/en/ 
5 
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However, the indirect consequences of these medical products are vast as well. If an 

inadequate dose of antibiotic is used to treat a bacterial infection, that bacteria may develop 

resistance and render yet another antibiotic useless. If a medication fails to cure a contagious 

illness, an unwell patient could transmit their infection to many other individuals and put 

their lives at risk as well. Countries spend around 30 billion dollars on counterfeit medications6

, at the expense of their other needs, such as infrastructure projects or money for legitimate 

treatments. 

The Figures 

In an analysis of more than 100 studies between 2007 and 2016, the WHO found that 

of 48,000 samples, 10.5% of drugs in low- and middle-income countries were substandard or 

falsified. However, even this number may be under-reported, as suggested by the low 

percentage of reports originating from the Western Pacific Region, Southeast Asia, and the 

Eastern Mediterranean.  This translates into up to 169,000 childhood pneumonia deaths 7

attributable to medications with no activity and 116,000 malaria deaths in sub-Saharan Africa 

caused by counterfeit medications. These drugs are not confined to a certain category; from 

cancer treatments to fertility treatments, all types of pharmaceuticals are affected.  8

42% of reports of counterfeit medical products originated from Africa while 21% each 

originated from Europe and the Americas. It’s estimated that in sub-Saharan Africa, up to a 

third of anti-malarial drugs are falsified. In a study of 14 European countries, it was found that 

an estimated 14 billion dollars US were spent on illicitly-sourced drugs, of which many were 

6 http://www.cbc.ca/news/health/fake-medicines-developing-countries-who-1.4422781 
7 http://www.who.int/mediacentre/news/releases/2017/substandard-falsified-products/en/ 
8 
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counterfeit. A large market share of these illicit drugs is occupied by “lifestyle”drugs, such as 

weight loss pills and flu medicines.   9

This issue was first brought to the attention of WHO in May 1998. Attention to the 

issue was increased in 2006 when the International Medical Products Anti-Counterfeiting 

Task Force (IMPACT) was launched for international criminal investigations and developing 

measures with the pharmaceutical industry.  

Past Cases 

The first 5 months of 2008 saw 150 people admitted to hospital in Singapore with 

severe hypoglycaemia — of those, four died and seven were left severely brain damaged. These 

patients had taken counterfeit erectile dysfunction drugs that instead contained large amounts 

of a diabetes medication.   10

IMPACT led an operation in Asia in 2009, “Operation Storm 2”, that seized 

counterfeits from anti-tetanus serums to erectile dysfunction drugs. Investigators have found 

thousands of organ transplant drugs, heart medications, schizophrenia treatments, diabetes 

medicines, and cancer treatments, among others in Egypt.  11

In December 2014, what was thought to be an outbreak of meningitis in the 

Democratic Republic of the Congo was actually the use of a mislabeled medicine. What 

appeared to have been diazepam turned out to be haloperidol, which caused involuntary 

spasms in the face and neck, which was then mistaken for neck stiffness, a common symptom 

of meningitis. 

9 http://www.who.int/bulletin/volumes/88/4/10-020410/en/ 
10 http://www.who.int/bulletin/volumes/88/4/10-020410/en/ 
11 http://www.who.int/bulletin/volumes/88/4/10-020410/en/ 
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IMPACT and Interpol have cooperated in the past to bring down the illicit 

pharmaceutical trade. In 2008, 8 countries joined the first joint operation targeting websites 

trading counterfeits. In 2009, 25 countries joined the second operation, to identify over 1200 

illegal sites, closing 153 sites and making 12 arrests.  12

Potential Solutions 

Individual companies are making an effort to stop the proliferation of these 

counterfeit products. Sproxil, a tech company, offers scratch labels for companies to place on 

their product. The user then either scratches the label, revealing a code, and texts the code to 

Sproxil, who will verify if this code is authentic, scans the barcode, or calls the company. The 

company incentivizes these verifications with rewards such as mobile plans. Over 70 

pharmaceutical companies, including large corporations such as GlaxoSmithKline and 

Novartis, participate in this service. However, the company only operates in a few countries in 

Africa. 

mPedigree is a similar service who checks codes against a central database. Meanwhile, 

the larger pharmaceutical industry has implemented Radio Frequency Identification tags, 

allowing counterfeits to be detected throughout the manufacturing process. However, 

technologies like holograms are easily circumvented by counterfeiters who are able to make 

their own as well. 

Devices have also been manufactured to detect counterfeits. The TruScan by Fisher 

Scientific can scan tablets through blister packs to confirm their authenticity while the FDA 

Counterfeit Detector Device uses UV light to assess the appearance of products. In 2013, the 

12 http://www.who.int/bulletin/volumes/88/4/10-020410/en/ 
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United States Pharmacopeial Convention established the Centre for Pharmaceutical 

Advancement and Training in Ghana, and has trained African professionals to screen for 

counterfeit drugs. 

Despite these efforts, startups are unable to combat the sheer volume of counterfeit 

drugs flooding the market and larger corporations have historically been slow to join the cause. 

Some attribute the failure to stop counterfeit medical products to corruption as well, while 

others believe that criminal prosecution against the manufacture and distribution of 

counterfeit medicines is too lax.   13

In 2013, WHO established the Global Surveillance and Monitoring System to collect 

reports on counterfeit products. Before this, no data existed on the prevalence of counterfeit 

medical products. However, with the establishment of the GSMS, regulators from around the 

world are being trained to detect and respond to counterfeit medications, and to report these 

cases to the WHO. The system has received 1500 reports of problematic medications, to date. 

This system has been instrumental in stopping cases of death from counterfeit drugs; in 2013, 

Paraguayan children were saved from contaminated drugs in cough syrup that had killed 60 

adults in Pakistan earlier.  14

In addition, USAID has set up the Promoting the Quality of Medicines Program, 

which collaborates with less wealthy countries to set up laboratories that have the capacity to 

manufacture pharmaceuticals to a high quality.  

13 http://www.bbc.com/news/business-37470667 
14 
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The United States has implemented a law that requires medications to be tracked 

through every step of manufacturing, but this may not be feasible in all countries.  Falsified 15

products may be identified by examining the packaging for language mechanics errors, 

scrutinizing containers for signs of tampering, checking that the expiry dates match on all 

packaging of a product, and ensuring that the medication inside does not look unusual. Users 

should not be ordering products that originate from spam emails or websites without a 

physical location, are suspiciously inexpensive, or are prescription-only but offered without a 

prescription.  16

Meanwhile, a group of researchers from the World Federation of Public Health 

Associations, International Pharmaceutical Federation, and the International Council of 

Nurses have supported the implementation of a global treaty, one that will not infringe on 

issues of pharmaceutical pricing and intellectual property rights but will still halt the 

proliferation of counterfeit pharmaceuticals. These points are:  

1. Define illegitimate medicines in legal terms to avoid confusion. 

2. Define new public health crimes in international law, such as to manufacture, traffic, 

or sell falsified medicines. 

3. Mandate intergovernmental cooperation on transborder crimes.  

4. Create an international forum to protect the legitimate trade of medicine such as 

setting global standards for authenticating medicines with tracking and tracing 

technology.  

15 
https://www.npr.org/sections/goatsandsoda/2017/11/29/567229552/bad-drugs-are-a-major-global-problem-w
ho-reports 
16 http://www.who.int/mediacentre/factsheets/fs275/en/  
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5. Offer financial and technical assistance to strengthen regulatory authority in poorer 

countries. 

Enforcement of counterfeit medications has been difficult due to lax laws and 

regulations. There has been a failure to come to a global consensus on the definition of a 

counterfeit drug and the legality of certain activities. In 2004, the International Conference of 

Drug Regulatory Authorities called on WHO for an international convention, but the process 

of drafting this convention has been difficult.  17

Pertinent Questions 

1. How can developing nations with limited resources limit the influx of counterfeit 

medications and appropriately deploy measures to detect these products? 

2. Is it the responsibility of the nations from which counterfeit drugs originate to crack 

down on manufacturers and distributors? 

3. What existing programs are there in your nation to counteract counterfeit drugs? 

How effective have these programs been? 

4. How can your nation contribute to solve the underlying factors (e.g. poverty, 

corruption, etc.) causing the proliferation of counterfeit medical products globally? 
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