Criminalization of  Abstract

In recent decades, counterfeit medicines have become

. a pivotal role in determining the scope of criminal
AllalySIS Of Il‘an’S intervention, while the protection of public health
o« e . constitutes the primary rationale for criminalization. The
Crlmlnal POllcy Council of Europe MEDICRIME Convention represents

the Manufacture one of the most serious threats to global public health and
. . . endangering human life. In criminal law, this phenomenon
and DlStrlbutlon is no longer regarded merely as an economic offense or
> . an infringement of intellectual property rights; rather, it
-E) Of FalSIﬁed constitutes a crime against public health. Its proliferation
o L L L] 3 .
- MedlClneS in has been driven b}/ factors such as the growing derpand
= for low-cost medicines, weak governmental oversight,
= Light of the Right informal markets, and unequal access to healthcare
2 services.
3 tO Health: An The legal definition of counterfeit medicines plays
=
=
]
v
m

. the most comprehensive international legal instrument
Wlth Reference in this field, criminalizing the manufacture, distribution,
t 0 Int ernational %mport.ation, exporta}tion, S}lpply, and other illicit activit.ies

involving counterfeit medical products. Although Iranian

Legal law, particularly Article 18 of the Law on Medical,

Pharmaceutical, Food and Beverage Regulations, seeks

Instruments to safeguard public health by criminalizing certain

conduct related to counterfeit medicines, the current

legal framework remains inadequate due to outdated

Esmail Ansari (] provisions, conceptual ambiguities, and its inability to
é}?i‘;ﬁ”tzgggﬁsggh Eﬁplas{;?qeigt address emerging forms of pharmaceutical crime.

Azad University, Zanjan, Iran. Using a descriptive-analytical method, this study

© an2455@iau.ir examines the concept of counterfeit medicines, their

criminalization under international legal instruments and
Iranian law, and the effectiveness of the existing legal
framework. It first analyzes international and regional
instruments governing the criminalization of counterfeit
medicines and the legal innovations they introduce. Then
examines the relevant domestic laws and regulations,
identifying their principal shortcomings.
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1. The Commission on Crime Prevention and Criminal Justice, Countering Fraudulent Medicines, in Particular
Their Trafficking, Resolution 20/6.

2. Counterfeiting of Medical Products and Similar Crimes Involving Threats to Public Health (MEDICRIME
Convention)
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1. Falsification

2. Directive 2011/62/EU of the European Parliament and of the Council of 8 June 2011 Amending Directive
2001/83/EC on the Community Code Relating to Medicinal Products for Human Use, as Regards the Prevention
of the Entry into the Legal Supply Chain of Falsified Medicinal Products.
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1. “Sub-Standard Medicine” or “Non-Compliant Medicine”
2. Fake Medicines

3. Generic Medicines
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1. Countering Fraudulent Medicines, in Particular Their Trafficking, The Commission on Crime Prevention and
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Extended Abstract

Problem Statement

Counterfeit medicines have, in recent decades, become one of the most
significant threats to public health worldwide. Due to their direct and sometimes
irreversible impacts on human health and life, this phenomenon cannot merely
be regarded as an economic offense or a violation of intellectual property rights;
rather, it falls under crimes against public health. The growing demand for
low-cost medicines, the expansion of informal markets, weak state oversight,
inequality in access to healthcare services, and other factors have facilitated
the production and distribution of counterfeit medicines. Counterfeit medicines
may lack active pharmaceutical ingredients, contain inappropriate compounds,
or include hazardous substances, thereby exposing consumers to serious health
risks. The expansion of organized criminal networks and the high profitability
of pharmaceutical trafficking have further complicated efforts to control and
combat this phenomenon. Therefore, examining the criminal policy of states
regarding the criminalization of counterfeit medicines and evaluating the
effectiveness of existing laws constitutes an important area of criminal law and

public health research.

Research Objective

The objective of this study is to conceptualize counterfeit medicines and
examine the dimensions of their criminalization in international instruments
and the Iranian legal system. This research seeks to analyze the theoretical and
legal foundations of combating counterfeit medicines, identify the strengths and
weaknesses of Iran’s criminal policy, and assess its level of conformity with
international standards and approaches.

Furthermore, this study aims to investigate the relationship between
counterfeit medicines and pharmaceutical trafficking, analyze the challenges
arising from the expansion of online medicine sales, and propose solutions to

improve the regulatory framework for addressing this phenomenon.

Criminalization of the Manufacture and Distribution of Falsified Medicines in Light of the Right
to Health: An Analysis of Iran’s Criminal Policy with Reference to International Legal Instruments
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Research Methodology

This study employs a descriptive-analytical method based on library research,
domestic and international legal sources, instruments of international
organizations, and comparative studies. First, relevant concepts and definitions
related to counterfeit medicines are examined, followed by an analysis of
different criminalization approaches in various legal systems.

Moreover, Iranian legal regulations are compared with international instruments,
particularly the Council of Europe’s MEDICRIME Convention and the World
Health Organization’s perspectives, in order to evaluate the effectiveness of

existing laws.

Findings

The findings indicate that the definition of counterfeit medicines plays a decisive
role in criminalization and in determining the scope of criminal law intervention.
Currently, counterfeit medicine refers to a product that is intentionally and
fraudulently misrepresented in terms of identity, origin, composition, or
presentation in a way that misleads consumers. Such falsification may occur
through trademark counterfeiting, packaging imitation, use of substandard
materials, and other methods. Unlike traditional approaches that focus primarily
on intellectual property protection, modern approaches emphasize public health
as the central basis for criminalization.

An examination of international instruments shows that the Council of
Europe’s MEDICRIME Convention is the most comprehensive binding treaty
addressing counterfeit medicines. It criminalizes the manufacturing, distribution,
selling, importing, exporting, and supplying of counterfeit medical products, as
well as the falsification of related documents. It also provides for aggravating
circumstances such as involvement of organized criminal groups, abuse of
public trust, and causing bodily harm or death to consumers. Additionally,
international cooperation, information exchange, training, and prevention are
considered essential pillars of this instrument.

In Iranian law, Article 18 of the Law on Medical, Pharmaceutical, and Food

and Beverage Affairs (1955) is the main legal basis for criminalizing counterfeit



medicines. It criminalizes the manufacturing, preparation, distribution, and
sale of counterfeit drugs. However, the law lacks a precise and comprehensive
definition of counterfeit medicines and does not cover many modern forms of the
offense. It is also silent on issues such as online pharmaceutical sales, corporate
criminal liability, organized criminal networks, and modern drug traceability
technologies.

Iranian criminal policy is largely result-oriented. In cases where the use of
counterfeit medicines leads to death or serious bodily harm, harsher penalties
are imposed. While this reflects the importance of public health in the legal
system, it may also limit criminal intervention at earlier stages before harmful
consequences occur.

Another important finding is the close relationship between pharmaceutical
trafficking and the spread of counterfeit medicines. Due to high profitability
and weak regulatory mechanisms, drug smuggling provides fertile ground for
organized criminal activity. However, Iranian law does not clearly distinguish
between counterfeit and smuggled medicines, despite the fact that counterfeit
drugs pose a more direct threat to public health and therefore require stricter
criminal policy. Additionally, the expansion of cyberspace and illegal online
pharmacies has created new channels for the distribution of counterfeit

medicines, posing new regulatory challenges.

Conclusion

The results indicate that counterfeit medicines are among the most serious
contemporary threats to public health. Effective countermeasures require a
comprehensive, up-to-date, and multidimensional criminal policy. Although
the Iranian legal system has attempted to protect public health through
criminalization of certain related behaviors, existing regulations—due to their
antiquity, conceptual ambiguity, and lack of alignment with technological
and economic developments—are not fully responsive to current challenges.
Therefore, legal reform and the strengthening of preventive and supervisory

mechanisms are necessary.

Criminalization of the Manufacture and Distribution of Falsified Medicines in Light of the Right
to Health: An Analysis of Iran’s Criminal Policy with Reference to International Legal Instruments
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Recommendations

It is recommended that the legislator amend Article 18 of the Law on Medical,
Pharmaceutical, Food and Beverage Regulations by adopting a comprehensive,
public health-oriented definition of counterfeit medicines that is fully aligned
with international standards. Such reform should explicitly criminalize all
activities associated with counterfeit medicines, including their manufacture,
importation, exportation, distribution, supply, and sale, particularly through
online platforms and digital marketplaces. Furthermore, the legal framework
should provide for the criminal liability of legal persons, establish an
autonomous offense for the activities of organized criminal networks engaged
in pharmaceutical counterfeiting, clearly distinguish counterfeit medicines
from smuggled pharmaceuticals, and revise the system of criminal sanctions in
proportion to the degree of risk posed to public health.

In addition, the implementation of intelligent pharmaceutical track-and-
trace and authentication systems, the strengthening of regulatory oversight
throughout the pharmaceutical supply chain, the expansion of international
cooperation in information exchange and the prosecution of transnational
pharmaceutical crimes, and the enhancement of public awareness regarding the
risks of counterfeit medicines would substantially improve the effectiveness of

criminal policy in preventing and combating this phenomenon.
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