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At the national
level

Partners from

other countries  How do we support the
emergence and

evolution of these
techniques with an
appropriate regulatory
framework?

Public institutions, SMEs and
big companies

European Union,
United States and
Canada

At the international level
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e 2013 The Directorate conducted a survey on
the state of the art of NBT development in

EVOlUtiOn Of the world.

e 2015 Official publication of the first NBT

the Regu lat() r'y regulation (only for plants).
FrameWO rk « 2019 Official publication of NBT regulations

for animals and microorganisms and
update of vegetable regulations.

. 2020 Unification and update of the NBT
Argentina Is a pioneer In regulations.

the creation of specific

regulations for the use of 2021 Official publication of the update of
gene editing products. * the NBT regulations Res. N°21/2021. So far,
45 PCIs have been carried out for different
organisms.




Highlights of Resolution No. 21/21

v 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).

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

v |t is not restricted to a specific list of techniques.

v Allows for consultation when the product is at the design stage.

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

v’ Specific annexes for animals, microorganisms and plants.
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Cartagena Protocol definition of GMOs

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

Applied criteria

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

(Res. 21/21 of NBT of the Ministry of Agriculture, Livestock
and Fisheries.)
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Specific annexes

fO r eaC h O rga n ] S m 1. GENERAL Name of the interested entity, data and contact information of

MODULE technician and legal representative
2. ORGANISM Taxonomic description, name assigned to the genotype
MODULE
3. MOLECULAR It is described in more detall below
BIOLOGY
MODULE
4. PROOF OF THE Not applicable Requested Not applicable
PHENOTYPE according to the
technique
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» Detailed description of the technique used and all its steps applied in the case submitted.

Molecular

Molecular description of the target nucleotide sequences of the organism, in its state before

: applying the technique.
b I O I Ogy * Function of the sequences in their state prior to applying the technique.
d I * Molecular characterization of the target sequences after applying the technique (genotype
m O u e obtained/expected).

« Expected/obtained changes in the function of the sequences and phenotype, 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.
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PCI:
APPLIED
PRIOR METHODOLOGY
CONSULTATION
INSTANCE GENETIC EVIDENCE OF
CHANGES PCl TRANSGENE
IN THE NEW DELETION
The applicant must PRODUCT (IF
provide information on: NECESSARY)

NEW TRAIT
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DEVELOPING
ENTITY

w
REAL PRODUCT f HYPOTHETICAL PRODUCT

1

A PCI MUST BE COMPLETED ACCORDING TO THE ORGANISM OF CONSULTATION

ROUte Of (RES. EAEl"I"DE N'21/21)
analysis of a

ANALYSIS BY TECHNICIANS (CI&B AND CONABIA)

product !

DOES IT HAVE A NEW COMBINATION OF GENETIC

derlved frOm MATERIAL?

N BT NO YES
3 s

IS NON-GM AND IS CONSIDERED A IT IS CONSIDERED GM AND MUST FULFILL THE

CONVENTIONAL PRODUCT. OGMS REGULATION ACCORDING TO THE ORGANISM
(ANIMAL - PLANT OR MO).

l

FOR GMOS, COMMERCIAL APPROVAL MUST HAVE THE

FAVORABLE OPINIONS OF SENASA, AGRICULTURAL
MARKETS AND CONAEBIA.



Characteristics of

the recelved PCIS polled - thermal tolerance (hypothetical products)
- for animals: » Equine: increased muscle mass (hypothetical
product)

» Cattle: hypoallergenic milk - increased muscle mass -

» Fish (Tilapia): improvement in fillet yield/double
steak - real product

* Pigs: for xenotransplantation (hypothetical product)
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NBT- Gene editing: PCI recelved

Type of organism

PCls received (45 until July 2022)
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Numero de casos
O B N W A N O N 00 W

mvegetal manimal = microorganismo
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NBT- Gene editing: PCI recelved

Applicant's origin Type of applicant's entity

Foreign developments Private

* National SorEEnE presented by local companies
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Regulatory Framework Opportunities

here is a greate

variety of The speed of

phenotypes in innovation is
different crops and a higher in relation

higher diversity of |t s possible to GMOs

organisms. to predict
costs and time of

the product in
the design stage

Regulations allow
developers to get
their product to
market faster
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NBT regulations published on CONABIA's official web site

Formularios y documentos afines

CONABIA

Comision Nacional Asesora de Biotecnologia Agropecuaria

De acuerdo al tipo de actividad a desarrollar, se debe seleccionar la requlacion correspondiente
(MARCO REGULATORIQ). A su vez, cada normativa contiene anexos con el formulario a completar,
donde se detalla toda la informacion requerida para realizar su evaluacion.

A continuacion, se listan los formularios para las diferentes actividades:

Convocatoria CONABIA

Organismos Genéticamente Nuevas Técnicas de
Modificados (OGM) Mejoramiento (NBT)

' ocMm B§ OGM Animal /1 Documentos o e S 9T LR
Comerciales e de decisién o "% o ".:3.:8:5.53...3

Marco
regulatorio

Evaluaciones

https://www.argentina.gob.ar/agricultura/bioeconomia/biotecnologia/conabia
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Should my product

Online form open for guidance inquirie

Tipo de organismo:

CONABIA

Comision Nacional Asesora de Biotecnologia Agropecuaria

[JVegetal [JAnimal [ Microorganismo

(El producto es real o hipotético?

O Real O Hipotético

Convocatoria CONABIA

o~

(El producto es un desarrollo local o es importado?

O Local © Importado
D OGM ‘ OGM Animal “_‘f" Documentos
Comerciales ~  de decisién ;Queé técnica de biotecnologia esta aplicando?
[J Transgénesis [ Nuevas Técnicas de Mejoramiento [] Otra
Evaluaciones 6&] Marco
regulatorio Mi consulta consiste en:
() Saber si mi desarrollo es o no es OGM.
[ Solicitar orientacién sobre la normativa que debo atender para solicitar un permiso de experimentacion.
y  ¢Mi producto debe ser ortal de informacion 3 gy : » : .. : . . .
:egu':ado" $ 4 Ll Solicitar orientacion sobre la normativa que debo atender para solicitar un permiso para futura liberacion comercial.

[ Solicitar informacion sobre el estado de avance de la solicitud de permiso presentada (indicar niimero de expediente)
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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.
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Thank you very much

contact:
Secretaria de Agricultura, Ministerio de Economia
Ganaderia y Pesca -~ Argentin 3
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