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Overview

1st ASEAN country to initiate a 

biotechnology regulatory system

Executive Order No. 430, Series of 1990
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DOST-DA-DENR-DOH-DILG
Joint Department Circular 

No. ___, Series of 2022

GM Animals Regulatory Policy

Subject: Rules and Regulations for the Research and Development,
Handling and Use, Transboundary Movement, Release into
the Environment, and Management of Genetically-Modified
Animal and Animal Products Derived from the Use of Modern
Biotechnology



Joint Department Circular on GM Animals draft

GM Animals Regulatory Policy

September 2022

Applicability

● genetically-modified fisheries and other aquatic resources

● domesticated animals and biological products used for 

animal husbandry or veterinary purposes 

● biological agents used for biocontrol derived from the use 

of modern biotechnology and containing novel 

combinations of genetic materials 

Products of gene editing that do not contain novel combinations of genetic materials 
are not covered by this Circular. 
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GM Animals Regulatory Policy

Biosafety Decisions

Standard of 
Precaution

Socio-economic, 
Ethical and Cultural 

Considerations

Risk Assessment

Environmental and 
Health Risk 
Assessment

Transparency and 
Public Participation

Access to 
Information

September 2022
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GM Animals Regulatory Policy

Research and Development of 
a Regulated Article under 

Contained Use 

Based on Classification of Regulated Articles 

Research and Development of 
a Regulated Article for Limited 
Release into the Environment

Commercial Use of a Regulated 
Article Under Containment

Commercial Use of a Regulated 
Article for General Release

September 2022
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GM Animals Regulatory Policy

Research and Development of 
a Regulated Article under 

Contained Use 

Based on Classification of Regulated Articles 

Research and Development of 
a Regulated Article for Limited 
Release into the Environment

September 2022
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GM Animals Regulatory Policy

Policy on the Commercial Use of a Regulated Article Under Containment

Based on Classification of Regulated Articles 

● Food, feed, or processing (animals except aquatic 
species) (BAI)

● Bioreactor for industrial uses (BAI)

● Food, feed, or processing (aquatic species) ● Pets (animals except aquatic species) (BAI)

● Xenotransplantation (BAI) ● Ornamental aquatic species (BFAR)

● Bioreactor for medical/pharmaceutical uses 
(biopharming) (BAI)

● Other possible uses (BFAR or BAI)

September 2022
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GM Animals Regulatory Policy

Policy on the Commercial Use of a Regulated Article for 
General Release into the Environment

Based on Classification of Regulated Articles 

● Food, feed, or processing (animals except aquatic 
species)

● Food, feed, or processing (aquatic flora and fauna 
species)

● Biocontrol for agricultural purposes ● Biocontrol for human health, household and 
industrial purposes

● Animal disease control ● Other possible uses

September 2022
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GM Animals Regulatory Policy
General Procedure for Regulated Articles for Commercial Use 

September 2022

BAI or BFAR DirectorBFAR/BAI Biotechnology Office Joint Assessment Group

The application shall be filed at the
concerned DA Agency Biotechnology
Office (BFAR or BAI).

The Joint Assessment Group shall
be chaired by BFAR or BAI and is
composed of qualified personnel
from the concerned Department’s
Biosafety Committees based on
the particular type of biosafety
permit being applied.

The JAG shall make a
recommendation to the BAI or
BFAR Director.

The BFAR or BAI Director shall grant

or deny the application for a biosafety

permit based on the technical

recommendation from the JAG.
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GM Animals Regulatory Policy

Deregulation of Regulated 
Article

The BFAR or BAI may remove the regulated article from the
coverage of this circular if based on the nature of the regulated
article, the regulated article will not pose greater risks to
human and animal health and to the biodiversity than its
conventional counterpart.

September 2022
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GM Animals Regulatory Policy

Deregulation of Regulated Article

Through petitionmotu proprio

“on one’s own initiative”

The BFAR or BAI may consider the
regulated article for its deregulation
with supporting documents equivalent
to the contents of a petition.

The biosafety permit holder may file
with the BAI or BFAR a verified petition
to exclude a regulated article

September 2022



THANK YOU!


