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Introduction
Medical cannabis regulation has always been 
a very controversial topic in Mexico due to the 
historical prohibition of cannabis and hemp, 
a policy strongly influenced by conservative 
worldviews, leading to a war on drugs that has 
had severe consequences for the people in the 
country.

Over the last years, we have witnessed how the 
regulation of medical cannabis has developed 
in Mexico, not only as a result of the pressure of 
private and international organisations but also 
jurisdictional procedures which derived from 
the 2019 ruling by which the Mexican Supreme 
Court mandated the agencies to regulate in 
medical cannabis matters.

Without a doubt, over a long period there has 
been a lag in regulation for medical cannabis 
in Mexico. Increased globalisation, the recogni-
tion of the human right of free development of 
personality and, especially, the advances in sci-
ence have demonstrated the benefits of medici-
nal cannabis in patients with certain diseases or 
with high levels of pain. 

Mexico is addressing this evolution on several 
fronts, which may in future transform the way 
certain medicines and products are marketed 
and made available to patients in the country. 
Changes to regulation are being made on dif-
ferent levels, from the legal reform of both the 
General Health Act (LGS) and Federal Criminal 
Code to the entry into force of the regulation of 
the LGS on sanitary control for the production, 
research and medical use of cannabis and its 
pharmacological derivatives.

Background of Cannabis Legalisation in 
Mexico
The evolution of the legalisation of medical 
cannabis in Mexico has been a long process, 
including jurisdictional procedures to allow the 
importation and use of medicines with cannabis 
content. The “Grace case” was initiated by the 
father of Graciela Elizalde Benavides (“Grace”), 
a child born in Monterrey, who suffers from Len-
nox-Gastaut Syndrome, a particularly dangerous 
form of epilepsy that causes constant convul-
sions and spasms, besides delaying her general 
development. This case finalised with the ruling 
of a federal judge ordering the Federal Commis-
sion for the Protection against Sanitary Risks 
(COFEPRIS) to authorise Grace to import, carry 
and use the medicine called Epidiolex.

Another paradigmatic case was the “SMART 
case”, relating to the Mexican Society for 
Responsible and Tolerant Personal Use (SMART), 
in which recreational use of cannabis – includ-
ing sowing, cultivation, harvesting, possession, 
transport and use or consumption without harm-
ing third parties and without marketing – was 
submitted to the analysis of federal judges. In 
conclusion, the Supreme Mexican Court (SCJN) 
determined the unconstitutionality of articles of 
the LGS and granted federal protection to the 
four plaintiffs in December 2015; as a result, the 
plaintiffs were granted with the corresponding 
permits by COFEPRIS. 

After these cases, a national debate on legali-
sation of cannabis was initiated and different 
forums were set up with topics such as public 
health and prevention, ethics and human rights, 
economic and regulatory aspects as well as citi-
zen security. 
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Reform to LGS and the Federal Criminal 
Code
The reform to the LGS and the Federal Criminal 
Code, published in the Official Gazette of the 
Federation dated 19 June 2017, stated the fol-
lowing: 

• the Ministry of Health was empowered to 
design and execute public policies regulating 
the medicinal use of drug derivatives of can-
nabis, as well as to regulate national research 
and production;

• the prohibition of sowing, cultivation, harvest-
ing, elaboration, preparation, conditioning, 
acquisition, possession, trade, transport, 
medical prescription, supply, employment, 
use or consumption of Cannabis Sativa L, 
Cannabis Indica, etc, was eliminated only for 
medical and scientific purposes with prior 
authorisation of the Ministry of Health (COFE-
PRIS).

These modifications to the LGS established that 
the Ministry of Health would have 180 days after 
its entry into force to harmonise the regulations 
and norms in the therapeutic use of cannabis 
– in other words, to issue a new regulation on 
medical cannabis. 

Regulations on Medical Cannabis
On 12 January 2021, the Ministry of Health issued 
and published in the federal Official Gazette the 
regulations of the LGS on sanitary control for the 
production, research and medical use of canna-
bis and its pharmacological derivatives, entering 
into force one day after its publication. 

These regulations make Mexico one of the larg-
est markets in the world to have a fully legal-
ised medical cannabis supply chain. According 
to this new regulation, the primary focus is on 
cultivation of cannabis for research and manu-
facture of pharmaceutical or pharmacological 
products. The regulation allows for public and 

private research, setting forth measures related 
to quality control and good manufacturing prac-
tices.

The main purpose of the regulations on medical 
cannabis is to regulate the control, promotion 
and sanitary surveillance of raw materials, phar-
macological derivatives, cannabis medications, 
research and manufacturing purposes. The reg-
ulations also establish:

• the regulation of the quality control laborato-
ries, and the export and import permits of raw 
materials, pharmacological derivatives and 
medicines, as well as the requirements that 
must be fulfilled to obtain them;

• the requirements that the medical attention 
facilities must comply with for the supply of 
cannabis medications, and with respect to 
advertisement to health professionals;

• the authorities that will be involved in the 
enforcement and interpretation of the regula-
tions, including the Federal Commission for 
the Protection against Sanitary Risks, the 
Ministry of Agriculture and Rural Development 
through the National Service of Inspection 
and Certification of Seeds, and the National 
Service for Agrifood Health and Quality 
(SENASICA).

The issuance of the regulations will have sig-
nificant implications in the development of the 
industry pertaining to cannabis and its deriva-
tives. It is expected that the regulations will 
positively impact the pharmaceutical, products, 
agrarian and social sectors.

The Mexican Market
Mexico currently has a population of approxi-
mately 130 million people, and this is expected 
to rise to 150 million in 2030. Mexico is one of 
the top 15 economies worldwide, and it is part 
of the United States–Mexico–Canada Agree-
ment (USMCA) on trade. Mexico is perceived 
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as a crucial link between North America and the 
Latin American countries, thereby representing 
a good opportunity for commerce in the region.

The size of the medical cannabis market in 
Mexico was valued by different specialists at 
USD47.3 million in 2018. The growing adoption 
of medical cannabis for the treatment of chron-
ic conditions such as cancer, neurological dis-
eases and chronic pain is a key factor expected 
to influence in the accelerated growing of the 
market. 

With the legalisation of the medical use of can-
nabis and the expectation of the legalisation of 
recreational use for the second half of this year, 
the growing of the local market is more than evi-
dent. Currently, most cannabis is sold through 
illicit channels; to curb this black market, the 
government is expected to legalise it. This will 
help in monitoring products that enter the mar-
ket, and at the same time provide the benefit of 
taxes levied on these products.

Medical cannabis has emerged as one of the 
most lucrative businesses to venture into Mexico 
because of both the large population and the 
number of patients eager to receive this kind of 
medicine to treat different diseases. The poten-
tial benefits of cannabis medicines in the treat-
ment of cancer have been demonstrated in clini-
cal studies, consequently increasing its demand.

Unfortunately, the high prevalence of cancer 
cases in Mexico could be one of the factors 
helping to increase the local market. According 
to WHO (see Global Cancer Observatory data), 
in 2018 190,667 new patients in Mexico suffered 
from cancer. The growing incidence of disease 
and increasing adoption of cannabis for medical 
use are expected to drive product demand in the 
following years. 

Trends and Developments
As a result of the issuance of the regulations on 
medical cannabis, Mexicans seeking permits for 
the cultivation of cannabis for medical purposes 
will need to register with SENASICA, which will 
create a national registry of cultivators.

Further, doctors who want to prescribe can-
nabis medicine need to be registered before 
COFEPRIS; such medicines will be distributed 
through pharmacies. Mexico’s legislation also 
creates rules for products that can be imported 
and exported.

The new medicinal rules state that companies 
which wish to carry out research have to obtain 
permission from COFEPRIS, and this research 
has to be undertaken in strictly controlled, inde-
pendent laboratories. The regulations do not 
allow patients to grow their own cannabis plants 
– they are aimed at pharmaceutical companies 
which produce pharmaceutical derivatives of 
cannabis, which are classified as controlled sub-
stances and require a prescription. 

Additionally, the legalisation of recreational can-
nabis in the second half of this year is expected 
to substantially reduce illegal drug trafficking 
and shift the business to legal entrepreneurs. 
This will allow planning, regulation and imple-
mentation of strategies, thus improving market 
potential in Mexico. Due to the imminent legali-
sation of cannabis, many large foreign compa-
nies have started acquiring smaller firms in the 
country which produce or commercialise medi-
cal products and may be interested in entering 
into the cannabis industry. 

Expectations on Medical Cannabis
It is expected that medical cannabis licensing 
will be generally available in the middle of 2021. 
Companies or persons that are thinking of secur-
ing a Mexico medical cannabis licence must first 

https://gco.iarc.fr/today/data/factsheets/populations/484-mexico-fact-sheets.pdf
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incorporate an appropriate Mexican business 
entity to own their licences. 

It is important to consider that 2021 is an elec-
tion year in Mexico, and politics could influence 
the legalisation of recreational cannabis and the 
implementation phase of medical cannabis. In 
this sense, if Mexico legalises recreational use 
during this year, the regulations will split can-
nabis into two tracks: one for products with less 
than 1% THC and one for products with greater 
than 1% THC. 

There is also a wider movement to decriminalise 
the use of psychoactive substances and to rein-
force their prevention, thereby seeking to reduce 
the alarming level of violence in Mexico, and to 
separate the market for soft drugs from that of 
hard drugs.
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Gonzalez Calvillo, S.C. has challenged the 
standards and rewritten the full-service firm 
model with a solution-oriented approach, evolv-
ing the practice of law in Mexico. For over 30 
years, the firm has been driven by the commit-
ment of doing things differently, having a deep 
knowledge of the Mexican legal ecosystem, 
its behaviour and interaction with today’s glo-
balised business environment. The firm’s life 
sciences practice is composed of a multidisci-

plinary team that has experience in pharmaceu-
ticals, medical devices, food supplements, food 
and beverages, cannabis, tobacco products 
and cosmetics. Creating teams as required by 
a client’s business needs, the firm represents 
a blend of local and multinational corporations 
across regulated industries, including pharma-
ceuticals, medical devices, food supplements, 
food and beverages, cannabis, and tobacco 
products.
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of experience in the field. He has 
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counsel at Gonzalez Calvillo and 
has over 15 years of experience 
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sciences. He has broad experience in 
healthcare regarding importation, storage, 
distribution and advertising of regulated 
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is technical co-ordinator of the Health and 
Sanitary Regulation Committee of the National 
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