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The National Regulatory 
Context in México
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The Development of Modern Biotechnology  and its Regulation
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Biosafety National Law

CPB Firm
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CPB published at DOF
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Sept. 11
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AMC presents the document : “Basis
and recommendations for the
elaboration of the Mexican Law on
GMO Biosafety”.

2002 November: The Senate takes
AMC’s proposal and presents a Law
innitiative.
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2005 (March 18)

LBOGM published at DOF

LBOGM enters in force

2005 
May 4

Development of the National Biosafety Framework 



Federal Law in force since 2005

Considers International Regulations

Defines national biosafety public 
policies

Establishes regulatory instruments for its 
implementation

Determines the attributions of Federal 
agencies involved

Establishes mechanisms for 
communication and information 

Basis for setting national standards

Instruments for promoting scientific 
and technical research 

124 articles and 12 transitory  

Biosafety Law in México 



Regulates Research Confined UseA
B
C
D Regulates GM Product imports

Regulates Environmental Commerical Release

Regulates Experimental Release



Regulatory Instruments in México

2005 Federal Law on the Biosafety of Genetically Modified
Organisms (LBOGM).

2006 CIBIOGEM Reglament; modification of the Inner Reglament of
National Competent Authoritie’s according to LBOGM

2007 Operating Rules of CIBIOGEM

2008 LBOGM Reglament

2009 LBOGM Reglament was reformed to include the special regime of
maize protection (REPM) .

Operation Rules of the Fund for Support and Promotion of Scientific
and Technical reserarch on Biosafety and Biotechnology.

Operating Rules of the Mexican Network for GMO Monitoring RED‐
MEX‐MOGMs.

2011 Unique Format for Notifications of Confined GMO Use

2012 Publication of a Centers of Origin and Genetic Diversity of Maize
Agreement

Mexico Ratifies the Nagoya‐Kuala Lumpur Protocol on Redress and
Liability



The present Law is of public interest and has for an
object regulate the activities of confined use,
experimental release, pilot program release,
commercial release commercialization, import and
export of genetically modified organisms, with the
purpose to prevent, avoid or reduce the possible risks
that these activities might cause to human health,
environment and biological diversity, animal, vegetal
and aquatic health.

Article 1

Mexican Biosafety Law (LBOGM)

2005



The LBOGM has the Objective of

With the purpose to prevent, avoid or reduce the possible 
risks that activities involving GMO might cause to:

ENVIRONMENT AND 
BIODIVERSITY

HUMAN HEALTH ANIMAL, VEGETAL AND FISH 
HEALTH

CONFINED USE

Regulating GMO activities

Imports

COMERCIAL USE

Comercial use

RELEASE TO THE ENVIRONMENT

Experimental Field-trials

Pilot Field-trials

Comercial Release

Teaching and Research Permits Authorizations



Intersecretarial Commission of Biosafety 
of Genetically Modified Organisms

Art 19, LBOGM

Public Policy Interinstitutional 
Coordinating Mechanism

Health EnvironmentAgriculture

Economy EducationFinance

Science
Council



National Competent Authorities:

Imports
Exports

SHCP
SE

ComercializationEnvironmental Release

NOTIFICATIONS PERMITS AUTHORIZATIONS

Confined Use

Legal 
Instrument 

National 
Competent 
Authority

SALUDSAGARPA
SEMARNAT

SAGARPA
SEMARNAT

Experimental
Pilot Program
Commercial

Human consumption
Biorremediation
Public Health

GMO Destiny

Interinstitutional Coordination



Decisions are sustained on
the basis of risk analysis
and scientific evidence,
according to the use,
receptor environment and
GMO type.

PERMITS
• Experimental 
• Pilot
• Commercial

Environmental Release

AUTORIZATIONS
• Human consumption
• Animal Feed
• Public Health

Food and Feed
consumption

Biosafety in México 

Ministry of Health

Ministry of Environment

Ministry of Agriculture 

National Competent Authorities: 



GMO Import and Authorizations

Resource: SSA, 2013

Since 1995, the Ministry of Health has evaluated the safety of 116 GM events, granting
their import permits and authorizations for their use for human consumption and
commercialization.



Moratoria for field-trials release of 
GM corn (2000-2010)

Applications for Environmental Release

Permit Requests



The application of the Mexican Official Standards in Biosafety, as
well as inspection and surveillance measures will corrrespond
eclusively to the Competent Ministries in terms of this Law.

The fulfillment of such standards may be evaluated by
certification organisms, verifying units or test laboratories pproved
by such Ministries in conformity with regulatory dispositions
deived from the present ordinance and with the Federal Law on
Metrology and Normalization.

Compliance to National StandardsArticle 112

GMO Detection and 
National Standards



Other Important Considerations

Center of Origin and diversity
of important crop species



GM crop adoption

Four of the highest GMO producing countries are located in America: The United States, 
Brazil, Argentina and Canada, with whom MEXICO sustains active commercial trade.

Global status of Commercialized Biotech/GM Crops: 2012 (ISAAA, 2012)



• Current legislation in Mexico has not yet established
minimal tresholds for LLPs.

• CIBIOGEM and its federal agencies are working on the
definition and technical aspects related to low level and
adventitious presence of GMOs.

• Quality guidelines of the National Seed Certification
System serve as a reference at the moment.

AP/LLP status



National Detection, Analytical 
Installed Capacity and Expertise



Capacities and Expertise

CENICA-SEMARNAT 
(Environment Ministry Test Lab)

• Operating since 2004
• First GMO Detection laboratory in the country to
acquire formal Accreditation status.

• Performs Qualitative & Quantitative Analysis by PCR.
• Develops laboratory and field monitoring methods.
• Screening and Event‐specific routine testing of several
GM events dedicated mainly to environmental samples.

• Provides Training Courses and assistance.
• Actively participates in international proficiency testing
and training (JRC, USDA‐GIPSA, ISTA)



Challenges for accurate GMO 
monitoring in the field

Particular Interests and on‐going projects:
Monitoring the presence of GM events in the field and 
standardizing procedures for optimal performance 
(conventional seed/tissue and polen sampling in several regions)

Detection analysis of transgenes in wild relatives and 
local landraces 

Determinining environmental effects associated with 
GMOs

Novel strategies for emergent situations 
Non‐anauthorized GMO detection



Capacities and Expertise

CNDROGM-SAGARPA
(Agriculture Ministry Test Lab)
• National Reference laboratory for fitosanitary

inspection and analyses
• High response laboratory, designed to comply

fully to ISO17025
• Installed capacity to perform qualitative and

quantitatie PCR, digital PCR and massive
paralel sequencing analysis.

• Validates monitoring and inspection activities
that observe field-release biosafety compliance
measures.

• Provides specialized training and assistance to a
wide range of users

• Collaborative development of Reference
Materials (Flour and Plasmids).



Method Performance and 
Suitable Reference Material

Particular Interests and working projects:
Method verification to fit our national regulatory 
context and demands as well as preparation of 
sampling guidelines.

Validation of digital PCR methods for absolute GMO 
quantitation.

Development of reference materials with higher 
concentration than commercially available MRCs.

Plasmidic reference materials for easy sharing within 
network collaborations.

Massive paralel sequencing 
analysis and bioinformatics.



Capacities and Expertise

CCAyAC-SALUD
Health Ministry Reference laboratory
• Accredited laboratory in charge of sanitary

risk analyses.
• Capacity for qualitative and quantitative

analysis (ELISA, PCR and RT-PCR).
• Experience in molecular methods and

analytical procedures for all types of food
matrices.

• Adequate performance participating on
collaborative studies.



Capacities and Expertise

CENAM-SE
(National Metrology Laboratory)
• National laboratory in charge of metrology and

measuring refrence. Responsible for validating
and developing all standards, methods and
analytical measurement protocols in the country.

• Development, characterization, certification and
preparation of Reference materials in several
matrices of relevance in Mexico.

• Preparation of guidelines, method validation and
harmonization guidelines.

• Uncertainty measurement and statistical support.
• Technical coordinator of collaborative studies.
• Capacity to perform quantitative PCR and digital

PCR analysis.
DMR 436 IIa

DMR 436 Ia



SEMARNAT

Central Node 
From the 
Competent 
Authoritie’s 
reference 
laboratories. 

Network 
Laboratories
from Universities
or Public Research
Centers with
demonstrated
proficiency.

RNLD‐OGM Network

RNLD-OGM 
Structure

Final Users



2008-2009 2009-2010 2010-2012

RNLD‐OGM Network
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RNLD Proficiency Testing Scheme

The National Collaborative Essays allowed for:

a. A Technical diagnosis of the real lab capacities
b. Local proficiency testing protocols
c. Harmonization of Analytical Procedures
d. Reference Materials and Method Verification
e. Rich Technical and Scientific Exchange

The National Collaborative Essays allowed for:

a. A Technical diagnosis of the real lab capacities
b. Local proficiency testing protocols
c. Harmonization of Analytical Procedures
d. Reference Materials and Method Verification
e. Rich Technical and Scientific Exchange



www. cibiogem.gob.mx renalabmex@conacyt.mx

National Laboratory Network for the Detection, Identification and 
Quantitation of GMOs (RNLD-OGM)



Formally recognized in 2012, the Network integrates
experts and specialists on detection quantitation and
identificacion of GMOs. Its members that have tested their
proficiency and demonstrated analytical competence at
high laboratory standards.

The RNLD‐GMO is regarded as a scientific and technical
mechanism that can act as technical support as required:

Metod validation according to international standards
Research and development of novel strategies

The laboratories are taking part of international proficiency
testing in order to enhance their capacities and validate the
quality and reliability of their preformance.

RNLD‐OGM also collaborates, by means of its members in
consolidating the regional innitiative for a Latin‐ America
and the Caribeean Laboratory Network (RLAC‐OGM).

RNLD‐OGM Network



Network Concept
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RNLD‐OGM Network



Creación de 
Capacidades

Concienciación y 
Participación del Público

Art. 22-CPB Art. 23-PCB
http://www.cibiogem.gob.mx/

PCB Strategic Plan 

Capacity Building Conscience and Public
Participation

Support and training for enhancing
capacity of qualified human resources
and institutional development

Promote conscience, education and
public participation, including access to
GMO and biosafety information.



SPECIFIC Objectives
Promote the integration and coordination within national labs.
Enhance GMO detection and analytical capacities in the country by
means of participative collaboration amongst specialists in the area.

Support and strengthen the use of harmonized and validated
methodologies for GMO analysis, with the purpose that laboratories
produce reliable and accurate results.

Allow for scientific discussions amongst specialists that are part of
the RNLD network, creating a suitable environment for information
exchange, addressing emergent topics on biosafety and GMO analysis.

Bring an excellent service on detection, identification and
quantitation of GMOs, as well as the necessary scientific support to the
users of the network.

1

2

3

4

RNLD‐OGM Network



RED NACIONAL DE LABORATORIOS DE DETECCIÓN, IDENTIFICACIÓN Y CUANTIFICACIÓN DE 
ORGANISMOS GENÉTICAMENTE MODIFICADOS



SECOND INFORMATIVE MEETING , Feb 2011
National Collaborative Study for Validating Methodologies and Protocolos
of Detection, Identification and Quantitation of GMOs



VISIT TO THE METROLOGY LABORATORY FACILITIES, CENAM March 2012



EXPERIENCE EXCHANGE AND REVISION OF TECHNICAL RESULTS, 
Third National Collaborative Study, Sept 2012



TECHNICAL EXPERT MEETING [CENAM SAGARPA], Sept 2012
D4 Project: Soy, Weath & Maize Reference Material Certification



RNLD‐OGM Network

General Challenges

Availability of Reference 
Materials

Detection protocols for wild 
relatives and local landraces

Transit and import
commodities used as seeds

Import study-GM material

Network Challenges

Differential capacities = 
different needs

Continuous Training and 
experience exchange

Infrastructure improvement

Limited Human Resources



Interaction of Biosafety GMO Networks in México

LAB NETWORK

CONCLUSIVE

SAGARPA
SEMARNAT
SALUD
SHCP
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Final Identification of the presence, type and quantity
of GM material with aims to:

• Support monitoring activities

• Assist inspection and surveillance activities

• Evaluate control, mitigaiton and management measures

• Support reliable data for legal procedures and sanctions

PRESUMPTIVE 

Effects derived from GMO use :
• environmental,
• biological diversity
• human health, vegetal and auatic.
• socioeconómic effects. 

Presumptive Identificaction of  GMO presence/absence.

MONITORING 
NETWORK

SAGARPA
SEMARNAT
SALUD
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Latin America & Caribeean 
Network (RLAC-OGM)



3rd International Workshop on Harmonisation 
of GMO Detection and Analysis for Central and South America

Cartagena, Colombia  4-5-May 2012



Provide Relevant Training Courses and Capacity Building Activities.

Maintain periodic communication and relevant information exchange
among players.

Promote continuous participation in National and International
Proficiency Testings.

Facilitate the identification of common problems and Technical
collaboration opportunities.

Effective interaction with the Monitoring Networks (Eg. RED MEX-
MOGM) for the standarization of methods of GM detection and
effects that might be associated with GMOs in environment.

Recommendations

www.cibiogem.gob.mx/redes/RNLD-OGM



Special Thanks to RNLD-GMO
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