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GMO Regulatory Framework
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GMO Risk Assessment: The
comparative approach

Agronomic parameters (morphology,
reproduction, performance),

composition, nutritional suitability...NON GM GM

As safe as and no less nutritious than
its conventional counterpart with

history of safe use
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regulations
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GM crops approved for
commercial use

You can consult the GM crops
approved for commercial use in

the following QR code



NBT Regulatory Framework



Big companies and SMEs (Small
and Medium-sized Enterprises)

 

Public institutions, SMEs
and big companies

 

European Union, United
States and Canada

 

A little bit of
history

How do we support the
emergence and evolution
of these techniques with
an appropriate regulatory
framework?

At international
level

At national levelPartners from
other countries
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Evolution of the Regulatory Framework
ARGENTINA IS  A PIONEER IN THE CREATION OF
SPECIFIC REGULATIONS FOR THE USE OF GENE

EDITING PRODUCTS.

2013 The Directorate conducted a survey on
the state of the art of NBT development in the
world.

2015 Official publication of the first NBT
regulation (only for plants).

2019 Official publication of NBT regulations
for animals and microorganisms and update
of vegetable regulations.

2020 Unification and update of the NBT
regulations.

2021 Official publication of the update of the
NBT regulations Res. N°21/2021. 

2023 So far, 65 PCIs have been carried out for
different organisms.



Highlights of Resolution No. 21/21
Procedure to determine whether a product obtained by
NBT could be in the scope of the GMO regulation or not
(Cartagena Protocol definition of GMO).

The analysis is performed on a case-by-case basis.

It is not restricted to a specific list of techniques. 

Allows for consultation when the product is at the
design stage (hypothetical product).

The Commission must provide a response to the
interested party within 80 working days.

Specific annexes for animals, microorganisms and
plants.



Applied criteria

Any living organism that possesses a new
combination of genetic material obtained through
the application of modern biotechnology.

Cartagena Protocol definition of GMOs

Definition of "New combination of genetic material"

Change produced in the genome of the organism by the incorporation,
in a stable and joint form, of ONE (1) or more genes or nucleic acid
sequences that form part of a defined genetic construction



PCI: 
PRIOR
CONSULTATION
INSTANCE

APPLIED
METHODOLOGY

NEW TRAIT

EVIDENCE
OF

TRANSGENE
DELETION
(IF NECESSARY)

GENETIC
CHANGES

IN THE
NEW

PRODUCT



ANIMAL MO PLANTS

1. GENERAL
MODULE

Name of the interested entity, data and contact
information of technician and legal representative     

2. ORGANISM
MODULE

Taxonomic description, name assigned to the genotype

3. MOLECULAR
BIOLOGY
MODULE

It is described in more detail below

4. PROOF OF
THE

PHENOTYPE
Not applicable

Requested
according to
the technique

Not applicable

Specific annexes
for each organism

 

QR code to the NBT
regulations



Molecular biology module
 Detailed description of the technique used and all its steps applied in the case submitted.  

Molecular description of the target nucleotide sequences of the organism, in its state
before and after applying the technique.

Function of the sequences in their state prior to applying the technique and after applying
the technique.

Map of any genetic construct or nucleic acid fragment used in the generation process,
detailing the genetic elements (if applicable).

Analysis of possibly affected sequences outside the target sequences (not to be
submitted for plants).

Evidence demonstrating that the product obtained does not present new combinations
of genetic material.



Route of
analysis of a

product
derived

from NBT
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Techniques most commonly used in
product development

CRISPR Cas9 + plasmid

Base Editing

Ribonucleoproteins

Other



In any case, the final product must be free of a
new combination of genetic material to be

considered conventional.



Vegetal
79.1%

Animal
13.4%

MO
7.5%

NBT- Gene editing: PCI received

Real
63.9%

In Development
36.1%

Type of organism Type ICP received



National
67.2%

Foreign
32.8%

NBT- Gene editing: PCI received

Private
70.1%

Public
25.4%

Mix
4.5%

Origin of the applicant
entity

Type of applicant entity



Regulatory Framework
Opportunities

There is a greater variety
of phenotypes in different
crops and a higher
diversity of organisms.

01.  It´s possible to predict
costs and time of the
product in the design stage

02.

The speed of innovation
is  higher in relation to
GMOs

03. Regulations allow
developers to get their
product to market faster

04.



NBT
regulations
published on
CONABIA's
official web
site
https://www.argentina.gob.ar/
agricultura/bioeconomia/biot
ecnologia/conabia



Should my product be regulated?
Online form open for guidance inquiries



Conclusions

seek support for science-based consideration of
gene editing and other agricultural innovations
encourage regulatory compatibility among
countries.

The spirit of the regulation is to contemplate all the
organisms under the same resolution in an
independent manner without being linked to the
commercial regulations for GMOs.

This regulation gives certainty to the local working
groups and this can be seen in the number of
developments and consultations carried out.

Argentina actively participate in international and
regional forums in order to:



Our Contact Here

Website : www.argentina.gob.ar/agricultura/bioeconomia/biotecnologia

Email : nbt.biotecnologia@magyp.gob

Address : Paseo Colón 922, Buenos Aires,
Argentina



Thank you very much


