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Biosafety regulatory framework in Mexico
1995. Standard for field trial evaluation of genetically engineered plants NOM-

FITO 056 (Cancelled).

1999. Presidential agreement for the creation of the Inter-ministerial 
Commission for Biosafety of Genetically Modified Organisms (CIBIOGEM)

2003. Ratification of the Cartagena Protocol on Biosafety

2005. Biosafety Law of Genetically Modified Organisms

2006. Ruling (bylaw) for the Inter-ministerial Commission for Biosafety of 
Genetically Modified Organisms

2008. Ruling  (bylaw) for the Biosafety Law of Genetically Modified Organisms 

http://www.cibiogem.gob.mx/normatividad.html



Scope of the law

The safe use of GMOs obtained through the application of 
modern biotechnology techniques

Genetically modified organism 

Any living organism, with exception of human being, which has 
acquired a novel genetic combination, generated through the 
use of modern biotechnology. 



Published in 2005

Takes into account international 

commitments

Defines the principles for the public 

policy on biosafety of GMOs

Creates legal instruments for its 

implementation

Establish attributions and competence 

to different Ministries

Mechanisms for interministerial

coordination and public 

communication and information 

sharing 

Instruments for biotech and biosafety

research 

124 articles plus 12 “transitorios”



• Entry into force in 2005

• According to the Cartagena Protocol provisions

• Intended use for the specific GMO defines the 

Competent authorities:

I. Ministry of Environment (SEMARNAT) 

II. Ministry Agriculture (SAGARPA)

III. Ministry Health (SSA)

IV. Ministry of Treasury (SHCP)

Coordinated
By CIBIOGEM

Biosafety Law of Genetically Modified Organisms

+
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Exportation 

Importation

Environmental release

NOTIFICATION PERMIT AUTHORIZATION

Confined use

To regulate activities with GMOs to prevent, 

avoid or reduce potential risks to: human 

health, the environment, biodiversity, and to 

protect the health of animals, plants and fish.

REGULATED ACTIVITIES:

Legal

Instrument:

SALUD - HealthSAGARPA - Agriculture

SEMARNAT- Environment

SAGARPA

SEMARNAT

Experimental

Pilot program

Commercial

Biosafety Law

objective:

SHCP- Customs

Competent 

Authorities:

Food, Feed and 

Processing

Public health
Biorremediation

Commercialization



Application

for Commercialization

for human consumption 

and food processing

Competent Authority

Ministry of Health

COFEPRIS

Decision

Food safety evaluation

�
�

Articles 91 to 97 of the Biosafety Law
complement previous regulation in 
the General Law of Health

Authorization: 

Authorized GMOs may be freely 
commercialized and imported for their 
trading, as well as products containing 
such organisms and products derived 
from them, can be used for food, feed 
and processing.
They are not intended for 
environmental release.



The Ministry of Health 
issues authorization for:

• Human use and consumption, including grains*

• Food processing  for human consumption

• Public health, and 

• Biorremediation

* The Law also consider GMOs for human use and

consumption, those that are for animal consumption and

could be directly consumed by humans (Art. 91).



http://www.cofepris.gob.mx/

Commercialization of transgenic crops in Mexico, started in 1995, to

date the Ministry of Health and its Federal Commission for the

Protection against Sanitary Risks (COFEPRIS), have approved 116

LMOs for use and human consumption.

Crop Approved LMO Crop Approved LMO

Tomato 3 Maize 53

Potato 3 Cotton 28

Alfalfa 2 Soybeans 17

Sugar Beet 1 Canola 7

Rice 1

http://www.cibiogem.gob.mx/OGMs/Documents/COFEPRIS-Salud/Tabla-OGM-Salud-3.pdf



The Biosafety Law establishes three 

modalities according to the intended 

use with a step by step approach:

- Experimental*

- Pilot Program**

- Commercial**

≠ Confined use

**Require previous authorization 
from Ministry of Health (*maize)

Intentional release into the environment

Notification



Application

for ENVIRONMENTAL 

RELEASE

Competent Authority

SAGARPA

Decision

Risk Analysis

�
�

Articles 32 to 71 of the Biosafety
Law and article 16 of the bylaw.  

Permit /License:

Issued by SAGARPA or SEMARNAT for 
allowing the experimental release, 
release within a pilot program or 
commercial release to the environment 
and importation of GMOs to carry out 
such activities. 



Application for Environmental release of GM 
crops, including importation

SAGARPA

Inscription in 
the National 

Biosafety 
Registry

���� NO
Monitoring and  
safety measures

•Do not fulfill the requirements of Law or regulations

•False, incomplete or insufficient information

•Risks that affect negatively biological diversity or 
animal, plants or fishery health.

Environmental 

Risk Assessment

Decision making 

for permit 

resolution

���� YES

Public 
consultation

Exe Sec. 
CIBIOGEM

SEMARNAT

Risk Analysis

Report by permit 
holder



Moratorium on environmental 

release of GM maize



Family Poaceae

Tribe Maydeae

Section ZEA

Clasification by Iltis & Doebley (1980) 

and Doebley & Iltis (1980)

Zea  (5)

Tripsacum (12)

ZEA

Zea mays ssp. mays

Z. mays ssp mexicana

Z. mays spp. parviglumis

Z. mays huehuetenanguensis

LUXURIANTES

Z. luxurians (Guatemala)

Z. diploperennis

Z. perennis

Z. nicaraguensis (Iltis & Benz, 2000)



Geographic Distribution of teosinte populations

2005



Matsuoka et al, (2002), present evidence of a single 
domestication event for cultivated maize from Z. 

mays parviglumis

Domestication and origin of maize



Zea mays ssp. mays ~ 60 land races in Mexico
the most cultivated cereal

53 commercial events /stacks approved for FFP

different agricultural systems

small farmers select and save seeds each season 

compatibility with some teosintes

Mexico is part of its center of origin and diversification



Maize also has cultural, 

religious and nutritional values

in Mexico

Tortillas, elotes, tamales, pinole, atole , 
pozole, pozol, huitlacoche, etc.



Maize as a special case

� Mexico does not allow the commercialization or 

the environmental release of any maize with a 

genetic modification that compromises its use as 

food (i.e. vaccines, pharmaceuticals).

� There is a special regime for the protection of 

landraces of maize, as well as its wild relatives.

� Current centers of high maize diversity should be 

identified and maintained free of GM maize
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