DOST-DA-DENR-DOH-DILG
Joint Department Circular?
No. 1, series of 2016

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

WHEREAS, the Constitution protects the rights of the people to life, to health
and to a balanced and healthful envirenment:

WHEREAS, the Philippines is a party to the United Nations Convention on
Biological Diversity and its Cartagena Protocol on Biosafety;

WHEREAS, the President issued Executive Order (EO.]JNo. 514, series of
2006, "Establishing the Nationa! Biosafety Framework, Prescribing Cuidelines for Its
Implementation, Strengthening the Netiona! Committee on  Biosafety of the
Philippines, and for other Purposes” to guide the development, adoption and
implcmentation of all biosafety policies, measures and guidelines and in making
decisions concerning the research, development, handling and use, transhoundary
movement, release into the environment and management of regulated articles?;

WHEREAS, the Department of Science and Technology [DOST) is mandated
to provide central direction, leadership and coordination of scientific and
technological efforts, including modern biotechnology as one of its priority research
areas, that are geared and utilized in arcas of maximum ecohomic and social
benefits for the people;

WHEREAS, under the National Bivsafety Framework (NBF), the DOST shall
take the lead in evaluating and monitoring regulated articles intended for contained
nse

WHEREAS, the Department of Agriculture (DA), through the Bureau of Mlant
Industry (BPI), is responsible for the prevention of introduction, incursiomn,
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establishment and subsequent spread of plant pests by regulating the international
and domestic movements of plants and plant products, under Presidential Decree
(P.D.) No. 1433, as amended®, "Promulgating the Plant Quarantine Law of 1978,
thereby Revising and Consolidating Existing Plant Ouarantine Luws to Further
Improve the Plunt Quarantine Service of the Burequ of Plant Industry”;

WHEREAS, the DA, under E.O. No. 292, "Instituting the Administrative Code of
1987, is responsible for promoting the well-being of farmers and other rural
workers, by providing an environment in which they can increase their income,
improve their living conditions, and maximize their contributions to the national
economy;

WHEREAS, the Department of Environment and Natural Resources (DENR],
under E.0. No. 192, series of 1987, is the primary agency responsible for the
conscrvation, management, development and proper use of the country’s
cnvirenment and natural resources, and the regulation of projects and activities that
significantly affect the environment under P.D. No. 1586, as amended, “Establishing
an  Environmental [mpact Statement System Including other Environmental
Management-Related Measures and for other purposes™;

WHEREAS, the Department of Health (DOH), under E.0. No, 292, series of
1987, is primarily responsible for the formulation, planning, implementation, and
coordination of policies and programs in the field of health, with the primary
function of promoting, protecting, preserving or restoring the health of the people
through the provision and dellvery ol health services and through the regulation
and encouragement of providers of health goods and services;

WHEREAS, pursuant to Republic Act (R.A] No, 7160, otherwise known as
the “Local Government Code of 19917, the Department of the Interior and Local
Government (DILG) has the power and function to establish a system of
coordination and cooperation among the citizenry, local executives and other
departments, to ensure effective and ellicient delivery ol basic services Lo the public,
specifically, agricultural extension and on-site research services and facilities, which
inclwde prevention and control of plant and animal pests and diseases!

WHEREAS, Sections 2(c), 26 and 27 of RA No. 7160 require prior
consultation with local government units {LGUs), nongovernmental organizations,
and other sectors concerned, to explain the goals and objectives of a project or
program, its impact upon the people and the community in terms of environmental
or ecological balance, and the measures that will be undertaken to prevent or
minimize the adverse affects thereof:

WHEREAS, the Departments of Agriculture, Health, and Interior and Local
Government, are responsible for the enforcement of food safety and sanitary rules
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and regulations, including Inspection and compliance, under Republic Act Ne.
10611, otherwise known as the “Food Safety Act of 2013

WHEREAS, under Republic Act No. 7394, “Consumer Act of the Philippines”, it
is the policy of the State to protect the Interests of consumers, promote their general
wellare, and to establish standards of conduct for business and industry including
the protection against hazards to health and safety;

NOW, THEREFORE, the Departments of Science and Technology, Agriculture,
Environment and Natural Resources, Health, and Interior and Local Government
issue this Joint Department Circular governing the research and development,
handling and use, transhoundary movemnent, release into the cnvironment, and
management of genetically-modified plant and plant products derived from the use
of modern hiotechnology.

ARTICLE L. GENERAL PROVISIONS

Section 1. Applicability. This Joinl Department Circular shall apply to the research,
development, handling and use, transboundary movement, release into the
environment, and management of genetically-moditied plant and plant products
derived from the use of modern biotechnology, included under "regulated articles."

Section 2. Definition of Terms, For purposes of this Circular, the following terms
shall mean:

a) "Applicant” - refers to the juridical person who, for the duration of the
proposed activity, has control over the importation or release into the
environment of a regulated article and shall ensure compliance with all the
requirements in this Circular and the conditions specificd in the relevant
permit. An applicant may be: (1) any of the departments or agencles ol the
Fhilippine Government; (2) a university-based research institution in the
Fhilippines; (3] an international research organization duly recognized by
the Philippine Government and based in the Philippines, subject to tertns and
conditions apgreed between the organization and the government of the
Fhilippines; (4) a corporation registered with the Securities and Exchange
Commission of the Philippines; or (5) a cooperative registered with the
Cooperative Development Authority of the Philippines;

b) “Biosafety” - refers to the condition in which the probability of harm, injury
and damage resulting from the Intentional and unintentional introduction
and/or use of a regulated article is within acceptable and manageable levels;

c) “Biosafety decision” - applies o the development, adoption and
implementation of all biosafety policics, measures and guidelines and in
making decisions concerning the research, development, handling and use,
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d)

f)

z]

h)

i]

k]

transhoundary movement, release into the environment and management of
regulated articles;

“Biological diversity” or "biediversity” - refers to the variability among living
organisms from all scurces including inter alia, terresiriul, marine and ather
ayuatic ccosystems and the ecological complexes of which they are parli; this
includes diversity within species, between species and of ecosystems:

‘Commercial Propagation” — relers to the introduction or delivery for
introduction into commerce of a regulated article for repeneration into
plants or plant products for consumption by humans or animals;

“Confined Test” — refers to a field test of genetically modified plants not
approved for general release, in which measures for approved isolation and
materials confinement are enforced in order Lo cenfine the experimented
plant material and genes to the test site;

“Cuntuined use” - refers to any operation, undertaken within a facility,
installation or other physical structures, which involves genetically modified
organisms (GMOs)that are controlled by specific measures that effectively
limit their contact with, and their impact on, the external environment:

“Country of origin® - refers to the country where the goods or service was
produced:

"Deregulation” - refers to the state wherein the regulated article ceases to be
governed by this Circular but remains subject to applicable laws, rules and
regulations, including sanitary and phytosanitary [SPS) measures;

“Environment” - refers to surrounding air, water, both ground and surface,
land, flora, fauna, humans and their inter-relations;

“Environmental Impact Assessment (EIA]" — is a "process that involves
predicting and evaluating the likely impacts of a project (including
cumulative impacts) on the environment during construction,
commissioning, operation and abandonment. It also includes designing
appropriate preventive, mitigating and enhancement measures addressing
these consequences to protect the environment and the community's
welfara®;

"knvironmental Risk Assessment (ERA)” - refers the conduct of identifying and
evaluating the potential adverse effects of regulated articles on the
conservation and sustainable use of biological diversity in the likely potential
receiving environment using the ERA guidelines:

m) “Field Triol " — refers to any intentional introduction into the environment of

a regulated article that passed the contained use and confined test, for

£
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n)

P

q)

£}

purposes of research and development, and for which specific confinement
and mitigating measures may be imposed. Field trial may be conducted in a
single site or in multiple sites;

“Genetically-modified organism (GMQ)" - alse refers to “living meodified
organism” under the Cartagena Protocol on Biosafety and refers to any living
organism that possesses a novel combination of genetic material obtained
through the use of modern biotechnalagy;

‘Nandling and use” - refers to the process by which regulated articles are
moved, carried, transported, delivered, stored or worked with:

"Henlth Impact” - refers to a situation or condition that leads to either a
positive or a negative health result on people and on population;

"Heath Impact Assessment” — refers to the combination of procedures,
methods andjor tools by which a policy, program or project [ie.
intervention) may be dssessed on its potential effects on health of population
and the distribution of thosc effects within the population;

"Health Risk Assessment” - refers to a process intended to estimate the risk to
a giventarget organism, system or (sub)population, including the
identification of attendant uncertainties, following exposure to a particular
agent; taking into account the inherent characteristics of the agent of concern
as well as the characteristics of the specific target system;

“Modern bintechnology” - refers to the application of : a) in vitre nueleic acid
techmiques, including recambinant deoxyribonucleic acid (DNA) or direct
injection of nucleic acid into cells or organelles; or b) lusion of cells beyond
the taxonomic family, that evercome natural physiclogical reproductive ar
recombination barriers and that are not techniques used in traditional
hreeding or selection;

“National Committee on Biosafety of the Philippines [NCBP)" - refers to the
lead body tasked to coordinate and harmonize inter-agency and mulbi-
sectoral efforts to develop biosalely pulicies and set scientific, technical and
procedural standards on actions by agencies and other sectors ta: {1)
promote biosafety in the Philippines; (2) oversee the implementation of the
NBE; [3)act as a clearing house for biosafety matters; and {4)coordinate and
harmonize the efforts of all concerned agencies and departments in this
regard;

"Plant” - refers to any living stage or form of any member of the plant
kingdom and parts thereof including seeds, rhizomes, bulbs and corns,
grafts, leaves, roots, scions and athers that may be used for propagation;



v} "Plant pesi” - refers to any form of plant or animal life, or any pathogenic
agent, injuricus or patenlially injurious to plants or plant products:

w) "Plant product” - refers to any product derived from plants in their natural
state or in processed fortn and are capable of harboring plant pests:

%) "Plant quarantine officer” - vefers to any person deputized by the BPI
Director to conduct quarantine related activities;

y] "Person” - refers to any natural persen or juridical entity such as a
corporation or cooperative;

¢) "Plant-incorporated protectant (PIP}' - refers to pesticidal substance
produced by plants and the genetic material necessary for the plant to
produce the substance;

aa) "Pest-protected plant” - refers o any plant that is made pest resistant
through the use of any of the techniques of modern biotechnology;

bb]"Port of entry” - refers to a port open to both foreign and domestic trade,
which includes principal ports and sub-ports of entry:

cc) “Product identificativi” - refers to information on the presence of a regulated
article in a particular product, as implemented by concerned departments
and agencies through import and export documents, unique identification
system, or similar applicable approaches such as product labeling;

dd)*Product monitoring” - refers Lo any post-commercialization measure that
provides data on the fate and effects of the regulated article, in order to
cotlirm compliance with regulatory requirements, collect information
necessary for controlling and managing potentially adverse public health or
environmental  sifiations, assess environmental gqualily and detect
unexpected or potentially damaging effects on human and animal health and
the environment, Preduct monitoring helps reduce uncerlainty remaining
from rigk assessment, confirm conclusions with additional data and provide
informational feedback on system status or conditions:

ee) "Proponent” - refers to any person or group of persons who submits a project
proposal to the competent national authority through the institutional
biosafety committee of the applicant for the purpose of conducting
cxperiments on GMOs;

ff] "Public hearing” - refers to the face-to-face meeting with stakeholders to
inform the latter of, and provide opportunity to submit comments on, any
application for field trial of a regulated article which may posc no greater
risks Lo biodiversity and human health than its conventional counterpart;

£



g5) "Public participation” - refers to the promotion, facilitation and conduct of
public awareness, cducation, and meaningful, responsible and accountable
participation in the development and adoptivn of biosafety policies,
guidelines and measures, and applies to all stages of the hiosalety decision-
maklng process from the time the application is received, Public participation
shall include: (1) notice to all concerned stakeholders, in a language
understood by them and through media to which they have access; (2)
adequate and reasonable timeframes for public participation procedures; (3)
public consultations, as a way to secure wide input inte decisions to be made;
(4) written submissions; and (5) consideration of public concerns in the
decision-making phase following consultation and submission of writlen
comments;

hh)“Reguiated article” - refers to a genetically-modified organisms and its
products, but limited to genetically-modilied plants and plant products under
the scope of this [DC;

if) "Releqse into the environment” - refers to the field testing, propagation, or
direct use as food and feed, or for processing, of a regulated article;

i) “Responsible Officer” - refers to an officer appointed by the applicant for the
importation or release into the environment of a regulated article who
ensures that all appropriate measures are taken to prevent significant risks
to biodiversity, human and animal health arising from the importation or
release into the environment of the regulated article. The respansible ollicer
shall be a resident of the Philippines and the highest-ranking officer of the
applicant;

kk) “Risk™ - refers to the combination of the likellhood that an adverse
tunsequence of a hichazardous activity or trait will occur and the magnitude
of such a consequence;

I} "Risk assessment” - refers to the procedure that identifies, evaluates and
predicts the occurrence of possible hazards to human and animal health and
the environment;

mim) “Risk management” — refers to appropriate mechanisms, measures and
strategies to regulate, manage and control risks identified in the risk
assessment including those conditions imposed by concerned departments
or agencies;

nn) “Sanftary and Phytosanitary Measures (5P5)" - refers to sanitary and
phytosanitary measures, or such measures established to protect human,
animal and plant life or health within the country's territory from risks from:
(i) entry, establishment or spread of pests, diseases, erganisms, animals,
products or products thereof and (ii) additives, contaminants, toxins or

disease-causing organisms in foods, heverages or feed stuffs;
2=
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0o} “Sanitary and Phytosanitary fmport Clearance (SFSIC)" - refers to the
document issued prior to importation by the concerned bureau or agency to
ensure that the products being imported meet standards to protect human,
animal or plant life or health, ensuring that the agricultural and fishery
products are safc for consumers and to prevent the spread of pests or
diseases among animals or plants. Such document also prescribes the
conditions to be complied with by the importer for the maintenance of
quality and suitahility of the product for intended purpose;

pp) "Transboundary movement” — refers to the movement of living modified
organisms from party to another parly/non-party to the Cartagena Protocol;
and

yy) “Transformation event” — refers to the instance of entry, stable integration
and expression of an introduced gene into a cell, which then develops into a
functional organism expressing the introduced genc,

ARTICLE II. BIOSAFETY DECISIONS

Section 3. Guidelines in Making Biosafety Decisions. The principles under the
NBFshall guide concerned agencics in making biosafety decisions, including:

A. Standard of Precuution. Lack of scientific certainty or consensus due tn
insufficient relevant scientific information and knewledge regarding the
extent of the potential adverse effects of a genetically modified organism on
the environment, particularly on the conservation and sustainable use of
hinlogical diversity, and on human health, shall not prevent concerned
government departments and agencles from making the appropriate
decision to avoid or minimize such potential adverse effects. In such cases,
concerned government departments and agencies shall take Lhe necessary
action to protect public interest and welfare,

B. Risk Assessmant. Risk assessment shall be mandatory and central in making
bivsafety decisions, consistent with policies and standards on risk
assessment issued by the NCBP; and guided by Annex 11T of the Cartagena
Protocol on Biesafety. Pursuant to the NBF, the following principles shall be
followed when performing a risk assessment to determine whether a
regulated article poses significanl risks to human health and the
environment;

1. The risk assessment shall be carried out in a scientifically sound and
transparcnt manner based on available scientific and technical
information. The expert advice of and guidelines developed by, relevant
international organizations, including intergovernmental bodies, and
regulatory authorities of countries with significant experience in the
regulatory supervision of the regulated article shall be taken into account.

g
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in the conduct of risk assessment, CODEX Alimentarius Guidelines on the

Food Safety Assessment of Foods Derived from the Recombinant-INA

Plants shall be adopted as well as other internationally accepted

comsensus documents:

Lack of scientific knowledge or scicotitic consensus shall not he

interpreted as indicating a particular level of risk, an absence of risk, or

an acceptable risls

3. The identified characteristics of a regulated article and its nse which have
the potential to puse significant risks to human health and the
environment shall be compared to thuse presented by the non-meodified
organism from which it is derived and its use under the same conditions;:

4. The risk assessment shall be carried out case-by-case and on the basis of
transformation event. The required inforination may vary in nature and
level of detail from case to case depending on the regulated article
concerned, its intended use and the receiving environment; and

3. Il new information on the regulated article and its effects an human
health and the environment becomes available, and such information is
relevant and significant, the risk assessment shall be readdressed to
determine whether the risk has changed or whether there is a need to
amend the risk management strategies accordingly.

]

tnvironmental and Heqlth Impact Assessment. In making hiosafety decisions
under this Circular, government departments and agencies shall consider the
environmental and health impact of the proposed activity, For this purpose,
the evaluation of environmental and health risks and impacts are integrated
into this Joint Department Circular, consistent with the substantive
requircments of the EIS System pursuant to P.D, Na. 1586, the NBF and R.A.
No. 10611, specifically, the public consultation requirements shall be
integrated in the various public participation components under this
Circular. The DENR and DOH, through their respective Biosafety Committees,
shall conduct the evaluations and submit their findings on compliance with
environmental and health impact assessment to the BPI fur consideration in
the processing of the biosafety permits. DOH evaluation shall be based on the
Philippine National Framework and Guidelines lor Environmental Health
Impact Assessment.

Sucig-economic, Kthical and Cultural Considerations, In making hiosalety
decisions for the commercialization of a reguiated article, concerned
departments shall take into account socio-economic, ethical and cultural
considerations arising from the impact of regulated articles on the
conservation and sustainable use of biological diversity, especially with
regard to the value of biological diversity to indigenous and local
communities,

Access to Information. Government departments and agencics shall respect

the right of the public and stakeholders to information relevant to hiosafety

decisions including information on applicatinns, results of risk assessments,
’-
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environmental, health and food safety assessments, public participation
processes, and other information on which biosafety decisions are made,
subject to the protection of confidential business infurmation that does not
impair the ability of stakeholders to effectively conduct a scientific risk
assessment.

Transparency and Public Participution. Decision taken under the Joint
Department Circular shall be arrived at in 2 transparent and participatory
manner. Biosafely issucs are best handled with the participation of all
stakeholders and organizations. They shall have appropriate access to
information and the opportunity to participate in a respansible and
accountable manner in hivsatety decision-making processes. In the conduct
of public participation, the following minimuin requirements shall apply.

1. Notice to all concerned stakeholders, in a language understood by them and
through media to which they have uccess. Such notice must be adequate,
timely, and effective and posted prominently in public places in the areas
affected, and in the case of commercial releases, in the national print
media, In all cases, such notices must be posted electronically on the
internet;

2. Adequate and reasonable time frames for public participation procedures.
Such procedures should allow stakeholders to understand and analyze
the benefits and risks, consult with independent experts, and make timely
interventions. Concerned departments and agencies shall include in their
appropriate rules and repulations specific time frames for their
respective public participation processes, including selting a minimum
time frame as may be appropriate;

3. Public consultations, as a way to secure wide inpul into decisions to be
made. These could include formal hearings in certain cases, or solicitation
of public comments, particularly where there is public controversy about
the preposed activities. Public consultations shall encourage exchanges of
information between applicanis and the public before the application is
acted upon. Dalogue and consensus-building among all stakeholders
shail be encouraged. Concerned departments and agencies shall specify in
their appropriate rules and regulalions the stages when public
consultations are appropriate, the specific time frames for such
consultations, and the circumstances when formal hearings will be
required, including guidelines to ensure orderly proceedings. The
networks of agricultural and fisherics councils, indigenous peoples and
community-based organizations in affected areas shall be utilized:

4, Written submissions. Procedures for public participation shall include
mechanisms that allow public participation in writing or through public
hearings, as appropriate, and which allow the submission of any
positions, comments, information, analyses or opinions. Concerned
departments and agencies shall include in their appropriate rules and
regulations the stages when and the process to be followed for submitting
written comments; angd

5. Consideration of public concerns in the decision-making phase following

-
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consultation and submission of written comments. Public concerns as
reflected through the procedures for public participation shall be
considered in making the decision. The public shall be infarmed of the
final decision promptly, have access to the decision, and shall be provided
with the reasons and the decision promptly, have access to the decision,
and shall be provided with the reasons and considerations resulting in
the decision, upon request.

ARTICLE 1II. ADMINISTRATIVE FRAMEWORK

section 4, Role of National Government Agencies. Consistent with the NBT and
the laws granting their powers and functions, national government agencies shall
have the following roles:

A Department of Agriculture {DA).  As the principal agency of the Philippine
Government responsible for the promotion of agricultural and rural growth
and development so as to ensure food security and contribute to poverty
alleviation, the DA shall take the lead in addressing biosafety issues related to
the country's agricultural productivity and food security. In coardination
with other concerned departments and agencies, and consistent with the
requirements of transparency and public participation, it shall exercise such
jurisdiction and uther powers that it has been conferred with under existing
laws. [t shall also take the lead in evaluating and monitoring of regulated
articles,

B. Department of Science and Technology (DOST). As the premierc scicnce and
technology body in the country, the DOST shall take the lead in ensuring that
the best available science is utilized and applied in adopting hiosafety
policics, measures and guidelines, and in making biosafety decisions. The
DOST shall ensure that such policies, messures, guidelines and decisions are
made on the basis of scientific information that is of highest quality, multi-
disciplinary, peer-reviewed, and consistent with international standards as
they evolve. In coordination with other concerned departments and agencies,
and consistent with the requirements of transparency and public
participation, it shall exercise such jurisdiction and other powers that it has
been conferred with under existing laws, It shall also take the lead in
evaluating and monitoring regulated articles intended for contained use.

C. Departiment of Environment aomd Nutural Resources (DENR). As the primary
government agency responsible for the conservalion, management,
development and proper use of the country's environment and natural
resources, the DENR shall ensure that environmental assessments are done
and impacts identified in biosafety decisions. It shall also take the lead in
evaluating and monitoring regulated articles intended for bieremediation,
the improvement of forest genetic resources and wildlife penctic resources.
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D. Department of Health (DOH). The DOH, as the principal authority on health,

shall formulate guidelines in assessing the health impacts posed by modern
biotechnology and its applications. The DOH shall alsu require, review and
evaluate results of environmental health impact assessments related to
modern biotechnology and its applications. In coordination with other
concerned departments and agencies, it shall exercise such jurisdiction and
other powers that it has heen conferred with under existing laws. It shall also
take the lead in evaluating and monitoring processed food derived from or
containing genetically medified organisms.

Department of the Interior and Local Government {DILG). The DILG shall
coordinate with the DA, DOST, DENR and DOH in overseeing the
implementation of this Circular in relalion to activities that are to he
implemented in specific LGUs, particularly in relation to the conduct of public
consultations as required under the Local Government Code: The DILG shall
exervise jurisdiction and other powers that it has been conferred with, in
relation to biosafety decisivns which have an impact on the autonomy of
local government units, while taking into account the national application of
quarantine functions, including biosafety assessments and evaluations.

section 5. Biosafety Committees. The Departments concerned shall constitute the
tollowing Biosafety Committees:

A. DOST-Biosafety Committee (DOST-RC). The DOST-BC shall evaluate

B.

applications for contained use and confined test of resulated articles.
DA-Biosafety Committee {DA-HC). The DA-BC shall evaluate applications for
field trial, commercial propagation and transhoundary movement of
regulated articles in accordance with this Circular. It shall also evaluate the
independent reports as well as socio-economic, cthical and cultaral
considerations,

DENR-DBiosafety Committee (DENR-BC). The DENR-BC shall lead in evaluating
environmental risks and impacts of regulated articles for field trial,
commercial propagation, and direct use of living modified organisms in
accordance with this Circular.

DOH-Binsafety Cammittee (DOH-BC), The DOH-BC shall lead in the evaluation
of health impacts of regulated articles for field trial, commercial propagation,
and direct use of living modified organisms in accordance with this Circular.

Section 6. Inslitutional Biosafety Committee (IBC). The company or institulion
applying for and granted permits under this Circular shall constitute an [BC prior to
the contained use, confined test, or field trial of a regulated article. The membership
of the IBC shall he approved by the DOST-BC for contained use or confined test, or
by the DA-BC for field trial. The IBC is responsible for the conduct of the risk
assessment and preparation of risk management strategies of the applicant for
contained use, confined test, or field trial It shall make sure that the environment
and human health are safeguarded in the conduct of any activity involving regulated
articles.

Feg
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The IBC shall be composed of at least five [5) members, three (3] of whom shall be
designated as scientist-members and two (2) members shall be community
representatives. All scientist-members must possess scientific or tech nological
knowledge and expertise sufficient to enable them to properly evaluate and monitor
any work involving regulated articles conducted by the applicant.

The community representatives must not be affiliated with the applicant, and must
be in a position to represent the interests of the communities where the activilies
are to be conducted. One of the community representatives shall be an elected
official in the LGU. The other community representative shall be selected from
residents who are members of the Civil Society {)rganizations represented in the
Local Poverty Reduction Action Team, pursuant to DILG Memorandum Circular No.
2015-45. For multi-location trials, community representatives of the IBC shall he
designated per site. If the activity may affect ancestral domain or ancestral land, or
protected area, the second community representative  should represent the
indigenous people or protected area management hoard, as applicahle,

Section 7. Scientific and Technical Review Panel (STRP). The DA shall create a
Scientific and Technical Review Panel compaosed of a pool of non-DA scientists with
cxpertise in the evaluation of the potential risks of regulated articles to the
environment and human health. The functions of the STRP are as follows:

A. Evaluate risk assessment submitted by the applicant for feld trial,
commercial propagation, or direct use of regulated articles;

B. At the request of the BPI, analyze the comments and issues raised hy
stakeholders and the public, and make recommendations an how to address
these issues; and

C. Evaluate petitions for deregulation of a regulated article, taking into account
the nature and use of the regulated article, and scientific consensus, if any, on
the effect of its release on human health and the environment.

The DA shall select scicntists/experts in the STRP, who shall meet the following
gualifications:

A. Must not be an official, staff or employvee of the DA or any of its attached
agencies,

B. Must not be directly or indirectly employed or engaged by a company or
institution with pending applications for permits covered by this Circular;

C. Possesses technical expertise in at least one of the following fields: lvod and
nutrition, loxicology, ecology, crop prolection, environmental science,
molecular biology and biotechnology, genetics, plant breeding, animal
nutrition; and

D. Well-respected in the scientific community as evidenced by positions held in
science-based organizations, awards and recognitions, publicatinns in local
and international peer-reviewed scientific journals.

i
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The number of experts and fields of expertise needed for the STRP roview of the
application shall be determined by the BPI based on the nature of the regulated
article, the details and scope of the field trial, the availahility of expertise in the pool
and whether or not the regulated article is intended for commercial propagation or
direct use.

Each member shall submit an independent report to the BPL The BPI shall then
prepare a consolidated report summarizing the findings of the STRP members
involved.

A member of the STRP is entitled to a modest honorarium and reimbursement. of
costs incurred in the performance of his/her functions. The expenses incurred shall
be charged against the funds of the BPI from fees collected.

ARTICLE IV. CONTAINED USE AND CONFINED TEST OF REGULATED ARTICLES

Section 8. Policy on Contained Use and Confined Test of Regulated Articles. The
contained use, including experiments inside laboratory, screenhouse, greenhouse,
and glasshouse, and confined test of regulated articles shall be governed hy the
DOST-BC in accordance with the Biosafety Guidelines for Contained Use of
Genetically Modificd OrganismsS approved by the National Committes un Biosafety
of the Philippines, unless otherwise provided herein.

The risk assessment, environmental and health impact assessment shall be
governed by the Biosafety Guidelines for Contained Use of Genetically Modified
Organisms,

Section 9. Public participation for Contained Use and Confined Test. The DOST-
BC and the BPI shall make public a summary of each application for contained use
and confined test. It should also include the action/decision taken by the DOST-BC
on such application through the DOST wehbsite. Consistent with the NBF. the
applicant shall give notice to the NCRF of such application for contained use or
confined test of a regulated article.

ARTICLE V. FIELD TRIAL OF REGULATED ARTICLES

Section 10. Policy on Field Trial of Regulated Articles. No regulated article shall
be released into the environment for ficld trial unless a Biosafety Permit for Field
Trial has been secured in accordance with this Circular. Only repulated articles that
satisfactorily passed the process on contained use or confined test supervised and
officially endorsed by DOST-BC may be subject of application for a Biosafety Permit
for Field Trial.

“Department of Scienge and Technology Hlesiley Committos under the Natinnal Biosafety Commmit e ol the Philippines. 2014,
Tine Phitippines Binzafaty Guidelizies for the Contained fer of Ganztically Modiffed Drganisms [GMOs), Revised Rdition, Publishzd
ayv tha DOST-RE, 1MI5T. Taguig City. Saptemmlwer 2114,

is
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Section 11. Procedural Reguirements for Securing a Biosafety Permit for Field

Trial

A Application for Field Trial. - Any applicant who desires to conduct field trial

B.

D.

of a regulated article shall submit the following to the BPI Director:

1. Application Form. - Three (3) copies of the Application for Field Trial
[Annex "A"}

Z. Supporting Documents. - The application shall be accompanied hy the
following documents:

a. Certification from the DOST-BC that the regulated article has
completed the experiment for contained use or confined test,
including recommendatons of the DOST-BC on conditions or issues
to be addressed during field Lrial;

b. A lechnical dossier consisting of scientific literature, unpublished
studies or test data, or such other scientific materials relied upon
by the applicant to show that, for the use it is intended, the
regulated article does not pose greater risk to biodiversity, human
and animal health than its conventional counterpari;

Information on socia-economic, cultural and ethical consideration
Copy of the proposed Public Information [P15) Sheet for field trial
(Annex "B") including information required for evaluation of
environmental and health impacts;

Endorsement by the [BC after the conduct of a risk assessment:
Project Description as prescribed by DENR-BC;

Project Description as prescribed by DOH-BC;

National Commission on Indigenous People (NCIP) Clearance(when
applicable);

Import permit{when applicable); and

j.  Proof of payment of fees.

=N
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Multiple Field Trial Sites. - An application for field trial of a regulated article
may caver multiple field trial sites, provided that, each field trial site shall be
evaluated separately [or purposes of determining the risks and impact an the
environment and health as well as other considerations.

If the site is within an ancestral dumain or ancestral land, or if the field trial
may affect the ancestral domain or ancestral land, or the cultural practices of
the indigenous people therein, the applicant shall secure the Free and Prior
Informed Consent (FPIC) of the concerned Indigenous People/Indigenous
Cultural Community in accordance with the Indigenous People's Rights Acl. If
the site is within a protected area under the National Integrated Protected
Area System, or if the field trial may affect the protected arca and
biodiversity therein, the applicant shall secure an endorsement from the
Protected Area Management Board of the protected area.

Acceptance of Application. - Within five (5) days from receipt of the
application, the BPI shall determine if it is sufficient in form and substance.
i
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No application shall be accepted by the BPl without the evaluation and due
endorsement of the risk assessment report by the IBC. If the application i
sufficient, the BPI shall inform the applicant, forward the application,
together with the supporting documents Lo the DENR-BE and DOH-BC for
evaluation of environmental and health impact assessments, and refer the
dapplication to the STRP for evaluation of the risk assessment conducted by
the IBC. Otherwise, the applicant shall be given a grace period of sixty (60)
days within which to correct the defect or insufficiency in the application. If
the applicant fails to do so within the grace period, the application shall be
deemed denied, but without prejudice to the right of the applicant to submit
the same as a new application.

E. The STRP shall evaluate the application, particularly the risk assessment and
risk management strategies based on the risk assessment conducted by the
IBC. Based on the information submitted by the applicant, the BPI may
require expert evaluation of any socio-economic, ethical or cultural
considerations. The DENR-BC and DOH-EC shall evaluate the environmental
antd health impact of the activity, respectively, The STRP, DENR-BEC and DOH-
BC shall submit their independent reports to the BPI within thirty (30) days
from its receipt of the copy of the application. The BPI shall prepare a
consolidated summary of the technical reports and post it on the NCBP and
BPI websites. The consplidated report containing the recommendations of
the STRP, DENR-BEC and DOH-BC shall he available to stakeholders and the
public upon reguest, subject to reasonable limits on non-disclosurc of
confidential information under Section 40.

F. Within five (5) days from the submission of the technical reports of the STRP,
DON-BC and DENR-BC, and preparation of the consolidated report, the BPI
shall inform the applicant that it can schedule a public consultation following
the procedure under Section 12. The applicant shall prepare and submit a
report on the public consultation, including the status of endorsement of the
Sungyuniang Panlungsod/Bayan, within a period of thirty (30) days from the
conduct of the public consultation.

G. Within ten (1) days from the submission by the applicant of the report on
the public consultation and LGU endorsement, the BPI shall forward the
application and all related documents to the DA-BC for evaluation. The DA-
BC shall review the application and make its recommendation to the Bl
director within ten [10] days. Within fve [5) days from receipt of the DA-BC
recommendation, the BPI Directar shall approve the application if s/he finds
that based on the evaluation reports and the safeguards that the proponent
adopted to address issues raised by government agencies and stakeholders,
the field trial of the regulated article does not pose greater risks to
bhiodiversily, human and animal health than its conventional counterpart;
atherwise, the BPI Director shall deny the application.

H. Upon approval of the application, a Biosafety Permit for Field Trial shall be
Ln.
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issued. The original copy shall be given to the applicant. Other copies shall he
provided to the NCBE, DENR-BC and DOII-BC, the DA Regional Executive
Director concerned, and DA to maintain the application [ile.

A Biosafety Permit for Field Trial shall be izsued for every approved field trial
site. [L shall be valid for a period of two (2) years from date of issuance,
unless sooner revoked for any of the reasons set forth in (L) below. It may be
extended for such period as may be necessary to complete the field trial
begun during the two-year period.

Submission of Report, - Within ninety [90] days from the completion of the
field trial, the applicant shall submit two (2] copies of the detailed terminal
report on the results of the field trial to the BPL The report shall be in the
format prescribed by the BPI and state, among others, whether the objectives
of the ficld trial were achieved; a detailed description of potential risks to
biodiversity, human and animal health observed during the conduct of the
field trial; the steps taken by the proponent to mitigate them; and the final
disposition of the regulated article, The duplicate copy shall be transmitted
by the BPI to NCBF for its reference and file.

Permit Conditions.- The permit holder shall comply with the following
conditions and such other conditions which the BPl shall state in the
hinsafety permit for field trial:

1. The permit holder shall submit to the BPI monitoring repourts on the
nerformance characteristics of the regulated article in accordance with
the manitoring and reporting requirements specified in the biosafety
permit;

2. The permit holder shall notify the Director of BPI, within the time periods
and in the manner specified below, in case of any of the following
occurrences:

a. Immediately upon discovery, not exceeding twenty four (24) hours,
through verifiable means of communication [email, lext message,
etc.), in the event that new information becomes available indicating
that the regulated article could puse greater risks to hiodiversity,
human and animal health than its conventional counterpart; and

b. In writing, as soon.as pessible, hut not to exceed three (3] working
days, if the regulated article or associated host organism is found to
have characteristics substantially different from those listed in the
application, or suffers from any unusual occurrence [e.g., excessive
mortality or morbidity, unanticipated effect on non-target organisms).

. Revocation of Biosafety Permit for Field Trial. - A Biosafety Permit for Field

Trial may be revoked for any of the [ntlowing grounds:

1. Provision of false information in the Application;

2. Violation of biosafety rules and regulations or of any conditions specified
in the permit;

3. Failure to allow the inspection of the field trial site;
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4. Receipt by the BPI of new information that the field trial of the regulated
article could pose greater risks to biodiversity, human and animal health
than its conventional counterpart; or

5. Such other grounds as the BPI may deem reasonable to prevent greater
risks to biodiversity, human and animal health than its conventional
counterpart.

Section 12. Public Participation for Field Trial.

A. The BPI shall make public all applications and Biosafety Permits for Tield
Trial through posting on the NCBP and BPI websites, and in the offices of the
DA and DOST in the province, city or municipality where the field trial will be
conducted.

E. Upen complelion of the STRP, DOH-BC and DENR-BC evaluation, the IBC, in
consultation with the City/Municipal Local Government Operations Officer
[C/MLGOO), shall inform the local chief executive, through written
correspondence, of the proposed field trials to be conducted in the LGU,
tngethar with a request to conduct a public hearing. The letrer shall includa a
copy of the PIS for field trial approved by the BPI and the consolidated risk
assessment reports.

€. With the consent of the LGU{s), the IBC, in consultation with the C/MLGOD,
shall post notices, in the language understood by the local community, and
containing copies of the PIS for field trial approved by the BFI and the
consolidated risk assessment report, in at least three (3) conspicuous places
within the vicinity of the city/municipality and barangay where the proposad
field trials will he conducted at least two (2) weeks prior to the public
hearing. The notices shall, among others, invite interested parties to send
their comments on the proposed field trial to the BPl within the posting
period, and to attend the public hearing. During the comment period, any
interasted person may submit ko the BPD wrilten comments regarding the
application.

D. The applicant, thru their IBC, in consultation with the DA-BC and the
C/MLGOO, shall convene the public hearing for purposes of consulting
stalkeholders, particularly local government officials and functicnaries, local
communities, indigenous peoples, the Agricultural and Fisheries Council and
the Protected Area Management Board, where applicable, in the area where
the field trials are to be conducted.

E. The applicant shall submit to the BPI a written report on the public
consultation containing the following: [1} summary of issues and comments
raised during the posting period and public hearing, and addressing them
point-by-point; and (2) the approval of the Sunggunian concerned pursuant
to Sec. 27 of the Local Government Code. If the applicant fails to secure the
LGU endorsement within the required period of submitting the report, the
applicant may request for extension of time to secure the LGU endorsement.

Section 13. Risk Assessment. The [BC, prior to the submission of the application,
shall (1) evaluate the field trial proposal using the policies and guidelines on risk
assessment formulated by the NCEP, DENRE, DOH and DA consistent with this

i~
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Circular; [£] determine if the data obtained under contained use and confined test
conditions provide sufficient basis to authorize the field trial of the regulated article;
[3) ensure that lield trial of the regulated article dees nalt pose greater risks to
biodiversity, human and animal health than its conventional counterpart; (4}
require the proponent to perform additional cxperiments under contained
conditions belore acting on the feld trial proposal; and (5] endorse the field trial
proposal to the BPI or reject it for failing the scientific risk assessment. The 5TRP
shall review the risk assessment conducted by the IBC and make its report and
recommendation to the BPL

The risk assessment conducted by the IBC, shall be reviewed by the DENR-BC and
the DOI-BC. Upon completion of the review of the risk assessment, the DENR-BC
and DOH-BC shall suhmit their reports to the BPL

Section 14, Environmental and Health Impact Assessment On the basis of the
Project Description and risk assessment conducted by the IBC, the DENR-BC shall
assess the environmental impact of the project and make its recommendations in its
report to the BPL The DOH-BC shall likewise evaluate the application for its health
impacts and make its recommendations in its report to the BPL

ARTICLE VI. COMMERCIAL PROPAGATION OF REGULATED ARTICLES

Section 15. Policy on Commercial Propagation of Regulated Articles. No
regulaled article shall be released for commercial propagation unless; (1) a
Biosafety Permit for Commercial Propagation has been secured in accordance with
this Circular: [2) it can be shown that based on field trial conducted in the
Philippines, the regulated article does not pose greater risks to bindiversity, human
and animal health than its conventional counterpart; (3] food and feed safety
studies show that the regulated article does not pose greater risks to biodiversity,
human and animal health than its conventional counterpart, consistent, with CODEX
Alimentarius Guidelines on the Food Safety Assessment of Foods Derived from the
Recomhinant-DNA Plants and protocols of the DOH and BAI on feeding trials; and
(#4) if the regulated article is a pest-prolected plant, its transformation event that
serves as plant-incorporated protectant (PIF) has been duly registered with the
Fertilizer and Pesticide Authorigy ([FPA)

Section 16. Procedural Requirement for Sccuring Biosafety Permit for
Commercial Propagation of Regulated Articles.

A. Application for Commercial Propagation. — Any applicant who desires to
release, for commercial propagation, a regulated articic which is not listed in
the Approval Registry for Commercial Propagation shall submit the following
to the Director of BPI:

1. Application Furm. - Five (5) copies of the Application for Commercial
Propagation. {Annex "C").

2. Supporting Documents. - The application shall be accompanied by the

i
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fallowing:

a. Certification from the BPIL (i) for new application, that the regulated
article has undergone satisfactory field trial in the Philippines; (ii) in
cases of renewal, a certified true copy of the expired Biosafety Permit
for Commercial Propagation;

b. A technical dossier consisting of scientific litersture, unpublished
studies or data from tests performed, or such other sclentific
materials relied upon by the applicant to show that the release for
commercial propagation of the regulated article does not pose greater
risks to biodiversity, human and animal health than its conventional
counterpart;

Information on socio-economic, cultural and ethical consideration:

Copy of the proposed Public lnlormation Sheet for Commercial

Propagation (Annex "D"} including information required for

evaluation of environmental and health impacts;

Field mrial repart;

Project Description as prescribed by DENR-BC;

Project Description as prescribed by DOH-BC;

Applicant’s Risk Assessment Report;

Import Permit {when applicable); and

Proof of payment of fees.

=N
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B. Acceptance of Application. - Within five (5) days from receipt of the
application, the BPI shall determine (Fil is sufficient in Fform and substance. If
the application is sufficient, the BPI shall inform the applicant, forward the
application and the supporting documents to the DENR-BC and DOH-BC for
evaluation of envitonmental and health impact assessments, and refer the
application to the FPA, BPI-PSSD, BAI and STRP for evaluation of the risk
assessment,

Otherwise, the applicant shall be given a grace period of sixty [60) days
within which to correct the defect or insufficiency in the application. If the
applicant fails to do so within the grare period, the application shall he
deemed denied, without prejudice to the right of the applicant to submit the
same as a new application.

C. Ewvaluation by the STRP and other Agencies. -The BPI shall furnish the
following agenries with a copy of the application, and each shall have thirty
(30) days from receipt thereof to submit the following:

1. Ewaluation of environmental and health impact by DENR-BC and DOH-EC,
respectively;

2. Determination of compliance with food safety standards by BPI-Plant
Product Safety Services Division (BPI-FFS5D], in all instances;

3. Determination if applicant is duly licensed as a pesticide handler in
accordance with Presidential Decree No, 1144 and if tolerance levels and
good agricultural practices have been established for registration of the
Lransformation event by FPA [if the regulated article is a pest-protected

/-
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plant});

Determination of compliance with feed safety standards by BAL

Evaluation of the Applicant’s risk assessment report by STRP; and

h. Expert evaluation of any socio-economic, ethical or cultural
considerations, as may be required by the BPL

o

. Within five (5) days from the submission of technical reports of the STRP and
other agencies, the BPI shall prepare a consolidated summary of the technical
reparts and post it on the NCBP and BPI websites. The consolidated repeort
containing the recommendations of the STRP and other agencies shall be
made available W stakeholders and the public upon request, subject to
reasonable limits on non-disclosure of confidential information under
Section 440,

. Consistent with Section 17, the applicant shall prepare a report on the public
comment. Within five [5] days from the submission by the applicant of the
report of the public comment, the BPI shall forward the application and all
related documents to the DA-BC for evaluation. The IJA-BC shall review the
application and make its recommendation to the BPl director within ten (1)
days. Within five (5) days of reccipt of the DA-BC recommendation, the BPI
Directar shall approve the application if based on the evaluation reports and
the safepuards that the proponent adopted to address issues raised by
government agencies and stakeholders, the commercial propagation of the
regulated article does not pose greater risks to biodiversity, human and
animal health than its conventional counterpart; otherwise, the BPI Director
shall deny the application.

. Upon approval of the application, a Biosafety Permit for Commercial

Propagation shall be issued. The original copy shall be given Lo the applicant.
Other copies shall be provided to the NCBP, all agencies that conducted
technical evaluations, and the DA, to maintain the application file.

. The Biosafety Permit for Commercial Propagation shall be valid for a period
of not more than five (5] years, unless sooner revoked [or any of the reasons
set forth in (]) below, or deregulated in accordance with Article X herein.

. Permit Conditions, - The permit holder shall comply with the following
conditions and such other conditions which the BPI shall stale in the
Biosafety Permit for Commercial Propagation:

1. The permit holder shall notify the Director of BP[, within the time periods
and in the manner specified below, in case of any of the following
OCCUTTences:

2. [mmediately upon discovery, not exceeding twenty four [24) hours,
through veritiable means of communication (email, text message,
etc.), in the event that new information becomes available indicating
that the regulated article could pose greater risks to biodiversity,
hurnan and animal health than its conventional counterpart; and
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b. In writing, as soon as possible, but not to exceed three (3] working
days, if the regulated article or associated host organism is found to
have characteristics substantially different from these listed in the
application, or suffers from any wnusual occurrence (excessive
martality or morbidity, unanticipated effcct on non-target organisms).

2. In the event new information becomes available indicating that the
regulated article could pose greater risks to biodiversity, human and
animal health than its conventional counterpart, the applicant shall, on its
own, immediately take measures necessary to protect human health and
the environment;

3. The permit holder shall not cause the commercial propagation in areas
where the local povernment unit has a known policy or ordinance
prohibiting the propagation or entry of regulated articles. For this
purpose, it shall include in the Tabeling of products that these are not
intended for propagation in prohibited areas.

I Compliance with other Agency Regulations. - The Biosafety Permit for
Commercial Propagation shall not excuse the applicant from complying with
relevant regulations of other government agencies,

J- Revocation of Biosafety Permit for Commercial Propagation. - A Biosafety
Permit for Commercial Propagation may be revoked for any of the following
grounds:

1. Provision of false information in the Application;

2. Violatlon of biosafety rules and regulations or of any conditions imposed
in the permit;

3. Availability of new technical information indicating that the commercial
propagation of the regulated article could pose greater risks to
biodiversity, human and animal health than its conventional counterpart;
or

4. Such other grounds as the BPI may deem reasonable to protect human
health and the environment.

Section 17. Public Participation for Commercial Propagation.

A, The BPI shall make public all applications and PRiosafety Permits for
Commercial Propagation through posting on the NCBF and BPI websites, and
in the offices of the DA and DOST nationwide.

B. The applicant shall, within five [5) days of filing the application, publish in
two (2) newspapers of general circulation a copy of the approved PIS for
Commercial Propagation, The notification shall invite interested parties to
send their comments on the proposed release for commercial propagation to
the BPl within a period of sixty (60) days from the date of publication,

C. During the comment period, any interested person may submit to the BPI
written comments regarding the application, which shall become part of the
application file, including all technical reports from the STRP and other
agencies.

D. The applicant shall submit to the BPI a written repmt on the public

’
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comments, summarizing the issues raised and addressing them point-hy-
point.

Section 1B. Risk Assessment for Commercial Propagation. The STRP and
concerned agencies shall evaluate the proposal for commercial propagation using
the polivies and guidelines on risk assessment formulated by the NCBP, DENR, [J0H,
DA, and consistent with the provisions of this Circular. The STRP and concerned
agencies shall determine if the data obtained under field trial conditions provida
sufficient basis to authorize the commercial propagation of the regulated article. In
making the determination, the STRP and concerned apencies shall ensure that the
commercial propagation does not pose greater risks to biodiversity, human and
animal health than its conventional counterpart. The STRP and concerned agencies
may, in their discretion, require the applicant to perform additivnal experiments
under field trial conditions before acting on the commercial propagation proposal.
The STRP and concerned agencies shall submit their individual reports and make
their rccommendations to the BP'L

Section 19. Environmental and Health Impact Assessment. On the basis of the
project description and the risk assessment conducted by applicant, the DENR-BC
shall evaluate the environmental impact assessment of the project and make its
recommendativns in its report to the BPI. The DOH-BC shall likewise evaluate the
application for its health impacts and make its recommendations in its report to BRI

ARTICLE VIL. DIRECT USE OF REGULATED ARTICLES FOR FOOD AND FEED, OR
FOR PROCESSING

Section 20. Policy for the Direct Use of Regulated Articles for Food and Feed, or
for Processing. No regulated article, whether imported or developed domestically,
shall be permitted for direct use as food and feed, or for processing, unless: (1) the
Binsafety Permit for Direct Use has been issued by the BPI; (2) in the case of
imported regulated article, the regulated article has been authorized for commercial
distribution as food and feed in the country of origin; and (3] regardless of the
intended use, the repulated article does not pose greater risks to hiodiversity,
human and animal health than its conventional counterpart.

Section 21. Procedural Requirements for Securing a Biosafety Permit for the
Direct Use of Regulated Articles for Food and Feed, or for Processing.
A. Application for Direct Use. — Any applicant who desires to register a
regulated article for direct use as food and feed, or for processing in the
Approval Registry for Direct lse shall submit the following to the Director of

BPI:

1. Application Form. - Three (3) copies of the Application for Direct Use
(Annex "E")

2. Supporting Documents. - The application shall be accompanied by the
following:

g
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a. o the case of imported regulated article, notificalion from the
exporter or country of origin in accordance with existing
international agreements on the transhoundary movement of
genetically modified organisms;

b. Information on socio-economie, cultural and cthical consideration:

c. Copy of the proposed PIS for Direct Use, (Annex “F") including
information required for evaluation of environmental and health
impacts;

d. in cases of renewal, certified true copy of expired Biosafety Permit
far Direct Use issued by BPL: and

e. Proof of payment of fees,

To facilitate review of the application, the applicant may subhmit
documents Lo show that the regulated article is allowed for commercial
distribution as food and feed, or processing by the regulatory authorities
in the country of origin, and does not pose greater risks to biodiversity,
human and animal health than its conventional counterpart.

B. Acceplance of Application. — Within five {5) days from receipt of the
application, the BPI shall determine if it is sufficient in form and substance. If
the application is sufficient, the BPI shall inform the applicant, forward the
application, together with the supporting documents to the DENR-BEC and
DOH-BC for evaluation of environmental and health impact assessments, and
refer the application to the BPI-PPSSD, BAI and STRP for evaluation of Lhe
risk assessment.

Otherwise, the applicant shall be given a grace period of sixty [60) days
within which to correct the defect or insufficiency in the application. If the
applicant fails to do so within the grace period, the application shall be
deemed denied, but witheut prejudice to the right of the applicant to submit
the same as a new application.

C. Referraltothe STRP and Other Agencies. - The BPI shall furnish the following
agencies with a copy of the application, and each shall have thirty (30) days
from receipt of the application from BPI to submit their respective
evaluation;

1. Evaluation of environmental and health impact by DENR-BC and DOH-BC,
respectively;

2. Determination of compliance with food safety standards by BPI-Plant
Product Safety Services Division (HPI-PPSSDY, in all instances;

3. Determination of compliance with feed satety standards by BAT;

4. Ewvaluation of the Applicant’s risk assessment report by STRP; and

5. Expert evaluation of any socio-economic, ethical or cultural
considerations, as may be required by the BPL

D. Within five [5] days from the submission of technical reports of the STRP and
ather agencies, the BPI shall prepare a consolidated surnmary of the technical
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reports and post it on the NCBP and BPI websites. The consolidated report
containing the recommendations of the STRP and other agencies shall be
made available to stakeholders and the public upon request, subject to
reasonable limits on non-disclosure of confidential information under
Section 40.

E. Consistent with Section 22, the applicant shall submit a report an the public
comment. Within 5 days from the submission by the applicant of the report
of the public comment, the BPI shall forward the application and all related
documents to the DA-BC for evaluation. The DA-BC shall review the
application and make its recommendation to the BPI Director within ten [10)
days. Within five (5} days from receipt of the DA-BC recommendation, the
BP1 Director shall approve the application if based on the evaluation reports
and the safeguards that the proponent adopted to address issues raised by
government agencies and stakeholders, the regulated article does not pose
greater risks to biodiversity, human and animal health than its conventional
counterpart; olherwise, the BPT Director shall deny the application.

F. Upon approval of the application, a Biosafety Permit for Direct Use shall be
issued. The original copy shall be given to the applicant. Other copies shall be
provided to the NCBP, all agencies that conducted technical evaluations, and
the DA, to maintain the application file.

G. The Biosafety Permit for Direct llse shall be valid for a period of not more

than five (5) years, unless sooner revoked far any af the reasons set forth in
(T} below.

fl. Permit Conditions. — The permit holder shall comply with the conditions set
by the BPI as stated in the Biosafety Permit for Direct Use.

[ Compliance with Other Agency Regulations. - The Biosafety Permit for Direct
Use shall not excuse the applicant from complying with relevant regulations
of other government agencies.

J.  Revocation of Biosafety Permit for Direct Use. - A Biosafety Permit for Direct

Use may be revoked for any of the following grounds:

1. Provision of falsc information in the Application;

2. Vielation of biosafety rules and regulations or of any conditions imposed
in the permit;

3. Awailability of new lechnical information indicating that the direct use of
the regulated article could pose greater risks to biodiversity, human and
animal health than its conventional counterpart; or

4. Such other grounds as the BPI may deem reasonable to protect human
health and the environment.

Section 22. Public Parlicipation for Direct Use.
A. The BPI shall make public all applications for direct use through posting on
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the NCBP and BPI websites, and in the offices of the DA and DOST
nationwide;

B. The applicant shall, within five (5) days of filing the application, publish in
two {2) newspapers of general circulation a copy of the approved PIS for
Direct Use The nectification shall invite interested parties to send their
comments on the proposed application for direct use to the BPI within a
period of sixty (60) days from the date of publication;

C. During the comment period, any interested person may submit to the BPI
written comments regarding the application and these shall hecame part of
the application file, including all technical reports from the STRP and other
agencies; and

D. The applicant shall submit to the BPI a written report on the public
comments, summarizing the issues raised and addressing them point-hy-
point.

Section 23. Risk Assessment, Environmental and Health Impact Assessment.
The assessment of risls of reguiated articles for direct use as food and feed, or for
processing shall be guided by the best practices of OECD, CODEX Alimentarius
Principles for the Risk Analysis of Foods Derived from Modern Biotechnology and
the CODEX Alimentarius Guidelines for the Conduct of Foud Safety Assessment of
Fuuds Derived from Recombinant DNA Plants, and other relevant intermationally
accepted best practices.

The BFI shall forward the application to the DENR-BC and DOH-BC for evaluation of
cnvironmental and health impact.DOT! evaluation shall be based an the Philippine
National Framework and Guidelines for Environmental Health Impact Assessment.
No living modified organism imported for direct use as fond and feed, or for
processing as food and feed shall be propagated without compliance with the
requirements of contained use, confined test, field trial and commercial propagation
regulations.

ARTICLE VHI. IMPORTATION OF REGULATED ARTICLES

Section 24, Identification of Reguolated Articles for Importation.The
documentation accompanying the regulated article shall indicate that it is or may
contain a genetically modified organism.

seclion 25. Policy on the Importation of Regulated Articles. All importation of
regulated articles for the purposc of contained use, confined test, field trial,
commercial propagation, or direct use for food and feed or for processing shall he
covered by the Sanitary and Phytosanitary Import Clearance (SPSIC) issued by the
BPI based on a valid biosafety permit secured in accordance with this Circular.
Provided, that only regulated articles listed in the approval registry referred to in
Section 36 hereof shall be issued an SPSIC. No shipment of regulated articles shall be
allowed entry into the country without an SPSIC.

{..
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Section 26. Documentary Requirements. Any applicant who desires to import a
regulated article shall submit the following to the BPI Director:
A. Importation for Contained Use/Confined Test

b &

2,

4,

Three (3) copies of the Application Form for Importation for Contained

Use/Confined Test;

OST-BC Letter of Endorsement. The Application to Import shall include

a letter of endorsement from the DOST-BC stating the following:

a. It has conducted a scientific and technical review of the propesal for
contained use/confined test and finds that the proposed activity does
net pose greater risks to human and animal health and biodiversity
than its conventional counterpart;

b. The physical containment Facility where the proposed activity will be
performed has been found to be suitable for the purpose;

¢. It endorses the importation of the regulated article for contained
use/confined test; and

d. The conditions imposed upon the importation, movement, storage
and use of the regulated article, if any;

Letter from the applicant stating the actions and procedures it has or will

undertake to comply with the conditions of the CNA on the importation,

movement, storage and use of the regulated article, if any, and the permit
conditions provided in Scction 27 (B) below: and

Payment of 5PSIC processing fees to BPL

B. Importation for Field Trial, or Commercial Propagatiun, or Direct Use

I

4,

5.

Three (3] copies of the Application Form for Importation for Field Trial,
and Online application for Commercial Propagation and Direct Use;
Profarma Invoice coming from the supplier;

For field trial and commercial propagation, the CMO declaration shall
clearly identify the specific Transformation Event(s) present in the
repulated article. For direct use, the GM declaration should specify that
only approved transformation events are present in the shipment. The
declaration may be issued by the responsible officer from the country of
origin, accredited laboratories, shipper or importer;

Location from port of entry to final destination (for plants and planting
materials); and

Payment of SPSIC processing fees to DA Trade System and/ur the BPL

In addition to the documents required in Section 26 [A) and (B}, the following
additional information and documents for importation of regulated article are

required:
1.
;s

3.
&,

Country of origin;

Quantity of the regulated article lo be imported and the proposed
schedule and number of importation:

A detailed description afall intermediate destinations, where applicable;
In cases of commercial propagation, a detailed description of the terms
and conditions, if any, under which the regulated article has been allowed
for propagation by the regulatory authorities in the country of origin; and

‘F’
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5. Further, in cases of commercial propagation, (1) a certitication from the
country of origin that the regulated article to be imported is of the same
transformation event as that which has undergone satisfactory field trial
in the Philippines; and (2) a notification from the exporter ar country of
arigin in accordance with existing international agreements on the
transhoundary movement of genetically modified organisms shall be
necessary.

Section 27. Procedural Requirements for Securing an SPSIC for Contained
Use/Confined Test or Field Trial.

A. Processing of the Application, — Within fifteen (15) days from acceptance of
the application, the BPI Director shall approve the application if the
importation of the regulated article does not pose greater risks to
biodiversity and human health than its conventional counterpart; otherwise,
the application shall he denied.

Upon approval of the application, an SPSIC shall he issued in duplicate copies.
The original shall be given to the applicant for presentation Lo the National
Plant Protection Organization (NPPO) of the country of origin. The duplicate
shall be furnished to the BPI to be filed with the application. No regulated
article shall be allowed to he imported inte the country or be removed from
the port of entry without compliance with Sanitary and Phytosanitary [SPS)
regulations.

B. SPSIC Conditions for Contained Use, Confined Test and Field Trial. - The
importer shall comply with the following conditions:

1. The regulated article shall be imported solely and exclusively for the
activity applied for;

2. The regulated article shall only be imported at the purt of entry
designated in the permit;

3. The regulated article shall be maintined only in the physical
containment facility or intermediate destinations specified in the permit;

4. The regulated article shall be maintained and disposed of in a manner as
to prevent greater risks to biediversity, human and animal health than its
conventional counterpart;

5. All packing materials, shipping containers, and any other materials
accompanying the regulated article shall be treated or disposed of in such
4 manner as to prevent greater risks to biodiversity, human and animal
health than its conventional cou nterpart;

6. A Plant Quarantine Officer shall be allowed access during regular
business hours to the physical containment facility or intermediate
destinations where the regulated article is located and to any records
relating to the importation of the regulated article;

7. The regulated article shall be subject to the application of measures,
including final disposal, which the BPI Director determines to be
necessary or desirable, lv prevent the accidental or unauthorized release
of the regulated article;

i~
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10.

11.

Whenever possible, the regulated article shall be identiticd with a label
showing the permit number, the name of the regulated article and the
date of importation;

The imperter shall notify the BPT Director immediately in case of the

following occurrences:

a. Within twenty four (24) hours upon discovery, through verifiable
means of communication (email, text message, atc.), new information
becomes available that the regulated article could pose greater risks
o biodiversity, human and animal health than its conventional
counterpart; and

b. Within three (3) days upon discovery, through written
correspondence, the repulated article or associated host organism is
found to have characteristics substanlially different from those listed
in the application, or suffers from any unusuval occurrence [excessive
mortality or morbidity, unanticipated effect on non-target organisms);

The importer, shall on its own, immediately take measures necessary Lo

protect human health and the environment whenever new information

becomes available indicating that the regulated article could pose preater
risks to biodiversity, human and animal health than its conventional
counterpart; and

Such other 5PS measures that the BPl may deem necessary or desirable to

impose to protect human health and the environment.

C. Notice of Arrival of Shipment. - Within fifteen (15) days from arrival of every
shipment of the regulated article, the applicant shall notify the BPI amnd
present the SP5IC together with the name of carrier, name of shipper and
date of arrival.

D. Refusal of Issuance or Revocation of SPSIC. —The issuance of the SPSIC shall
berefused or the SPSIC shall be revoked for any of the following grounds:

1.

Z,
2
4.

Revocation by the DOST-BC of its Letter of Endorsement, for cases of
contained /confined test;

Provision of false information in the Application to Import:
Misdeclaration of shipment;

Violation of relevant SPS or biosafety rules and regulations or of any
conditions imposed in the SPSIC;

Refusal to allow the inspection of the physical containment facility or
intermediate destination of the regulated article; or

Availability of new technical information to the BPI indicating that the
regulated article, if allowed for its intended use, will pose greater risks to
human and animal health and to the biodiversity than its conventional
counterpart

Section 28. Procedural Requirements for Securing an SPSIC for Commercial
Propagation or Direct Use. The application and issuance of an SPSIC for
Commercial Propagation or tor Direct Use shall be done online in accordance with

£
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the process in BFI Plant Quarantine Order No. 1, 5. 2014, and shall comply with DA
A0 No. 9, s 2010 and other applicable orders and circulars of the DA.

Section 29. Application Process for the Issuance of SPSIC for Commercial
Propagation and Direct Use, The following are the steps for the issuance of SPSIC
for commercial propagation and direct use;

A
B.

e

The importer shall apply anline in the DA Trade System (DTS) website.

Upon receipt thereof, the technical staff from the BP! - National Plant
Quarantine Services Division [(BPL-NPQSD) shall evaluate the online
application.

The Chief of the BPI-NPQSD shall endorse the evaluated application to the
RPI Director.

Upon endorsement of the application and in accordance with the criteria set
by this issuance, the BPI Directar shall approve /disapprove the application.
I approved, the importer shall print the approved SPSIC and proceed with
their importation.

Section 30. Registration for SPSIC Application. Prior Lo the application of SPSIC
under this Circular, all BPI-registered importers are required to register with DTS.

section 31. Procedures for Inspection at the Port of Entry for Commercial
Propagation and Direct Use. The commodity shall be subject to the existing
procedures for inspection at the port of entry:

A,

k.

The importer shall file an Electronic Request for Inspection (eRFI) with Lthe

DTS at least twenty-four (24) hours prior to the arrival of the shipment.

The following documents shall be submitted at the port of entry:

1. Hard copy of the eRFI;

2. Valid Phytosanitary Certificate (original) issued by the Plant Quarantine
of the country of origin with the compliance of conditions, if any, stated in
the SPSIC or equivalent certificate;

3. Valid SPSIC issued by the BPI-NPQSD;

4. Bill of Lading/Airway Eill;

5. BOCImport Entry Internal Revenue Declaration;

6. Packing List/Commercial Invoice;

7. GMO Certification, if applicable;

8. Fhotocopy of the Broker Clearance Certificate(BCC)/Special Power of
Attorney (5PA), in the absence of the importer: and

9. Fumigation Certificate or any other required treatment, if applicable,

Section 32, General Inspection Procedure for Commercial Propagation and
Direct Use.

A,

In the initial inspection conducted at the Bureau of Customs [BOC)
Designated Examination Area (DEA), the BPI-NPQSD shall be allowed to
check vn the quality and quantity of the shipment based on the submitied
documents of the impurtation.

{
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B. Upon arrival of the imported commodities, the BPI-NPQSD shall conduct a

k.

thorough  check and  inspection. If the shipment contains

commodities/varieties other than that stated in the accompanying SPSIC, the

excess shipment of other similar variety shall be segregated and

recommended to the BOC for disposal, in accordance with Section 27 (B] (7)

hereof, without prejudice to the filing and imposition of appropriate

sanctinns and penalties.

If during the checking by the PQS inspectors, it is found that the

volume/quantity has exceeded the allotted quantity covered by SPSIC, the

excess shipment shall be recommended to the BOC for disposal, in
accordance with Section 27 (B} (7} hereot.

The Plant Quarantine Officer/Inspector at the port of entry shall undertake

the following procedures:

1. Cnllect representative samples necessary for laboratory analysis, and;

2. Examine the submitted samples to determine the presence of insects,
diseases, nematodes and other pests, including analysis for pesticide
residue level, heavy metals, other contaminants and for toxins produced
by microorganisms; and

3. Authorize the delivery under guard by the Plant Quarantine Officer and
folow-up  inspection/examination ot  the importer’s  cold
storage /warehouse,

Based on the results of inspection and examination, any of the following may

be applied:

1. Applicable plant quaranline treatment {if necessary);

2. Return to the country of origin;

3. Re-export to other accepting countries: or

4. Destruction.

In all cases, all expenses shall be borne by the importer.

ARTICLE IX. DEREGULATION OF REGULATED ARTICLE

Section 33. Ground for Deregulation. Before the expiration of the Biosafety Permit
for Commercial Propagation and/or Direct Use, the BP1 may, motu propria, or
through a petition thereto, remove the regulated article from the coverage of Lhis
circular if based on the nature of a regulated article and its use, the regulated article
will nol pose greater risks to human and animal health, and to the hiodiversity than
its conventional counterpart.

section 34. Requirements for Deregulation.

A, Petition for Deregulation. — Any person may file with the BPI a verified

petition lo exclude a regulated article from the coverage of this Circular. The

petition, which shall be in two (2] copies, shall contain the following:

1. Namec and address of the petitioner;

<. Name of regulated article subject of the petition;

3. Factual ground why this Circular should not apply to the repulated
article: and

ks
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4. Published scientific literature relied upon by the petitioner.

Should BPI, motu proprio, consider the regulated article for its deregulation,
the BPI shall declare such intention with supporting documents equivalent ta
the contents of a petition.

Fublicatinn, - Within five from receipt, the BPI shall inform the petitioner if
the petition satisfies the requirements of Section 34 and order the petitioner
lo have the petition published in two (2] newspapers of general circulation
with a notice soliciting comments thereon. Should the BPI declare intention
for deregulation, the same shall be published in twea (2) newspapers of
general circulation with a notice soliciting comments thereon.

The notice shall invite interested parties to send their comments on the
petition for deregulation to the BPI within a period of sixty (60) days from
the date of publication. During the comment period, any interested person
miy submit to the BPI written comments regarding the petition which shall
become part of the petition file. Proof of publication must be submitted
within fifteen (15} days from the date of publication.

. 5TRF Report. - Upon granting due course to the petition or BPI declaration of

intention to deregulate, the BPI Director, shall furnish a copy to the STRP.
The STRP shall evaluate the petition taking into account the nature and use
of the regulated article and Lhe scientific consensus, if any, on the effect of its
release on human health and the environment, and submil its report to the
BPI within thirly (30) days from receipt of a copy of the application.

. Relerral 1o DEMR-BC and DOH-BC. —The BPI shall furnish the DENR-BC and

DOH-BC with a copy of the petition, and each shall have thirty (30) days from
receipt of the application from the BPI to submit their respective evaluation
on the environmental and health impacts of the proposed deregulation.

Decision. — Within one hundred twenty (120} days from receipt of the
certificate evidencing publication of the pelition in accordance with Ttem R of
this Section and taking into account the reports of the STRP, DENR-BC and
DOH-BC, the DA-BC shall be convened to determine whether or not the
application shall be endorsed to the BPI Director for approval. Within fifteen
(15) days from endorsement by the DA-BC of the petition, the BPI Director
shall resolve the petition and inform the petitioner in writing of his decision,
The BPI Director shall decide based on the petition file, to; (1) approve the
petition, in which case the BPI Director shall declare the regulated article as
no longer covered by this Circular; or (2) deny the petition, in which case the
petitioner may apply for renewal of the Biosafety Permit; or (3] require the
petitioner to submit additional scientific literature or experimental data.

In case of BPI's own consideration for deregulation, and within one hundred
twenty (120) days from reccipt of the certificate evidencing publication, and
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taking into account the reports of the STRP, DENR-BC and DOH-BC, the DA-
BC shall be convened to determine whether or not deregulation may be
considercd. Within tifteen (15) days from positive endorsement by the DA-
BC, the BPI Director may declare the regulated article as no longer covered
by this Circular or require the permit hoelder to apply for renewal of the
Biosafety Permit,

Should new technical information become available indicating that the
deregulated article could pose greater risks to biodiversity, human and
animal health, the deregulated article shall again be subject to this Circular
for purposes of ensuring environmental and health satety.

ARTICLE X. MISCELLANEOQUS PROVISIONS

Section 35. Monitoring. The field trial and commercial propagation of the regulated
article shall be moenitored by the BPl, DENR, DOH and other appropriate
povernmenl authorities {including the IBC, in the case of field trials]), and submit to
the DA-BC the results of monitoring activities at intervals specified in the approved
monitoring schedule. The BPI shall prepare a conselidated manitoring report and
post it in the NCEP and BPI website.

Section 36, Approval Registry for Regulated Articles. The BPI shall keep and
regularly update an Approval Registry for Regulated Articles of the following:

A, Direct usc as food and feed, or Tor processing;

B. Commercial propagation;

C. Field trial: and

D. Deregulated articles.

Except for the SPSIC, no permit shall be required for the importation of regulated
articles that are listed in the Approval Registry. All registries shall be accessible to
the public and posted on the BPI website.

The Biosafety Permit of regulated articles that are listed in Annex "G" of this Circolar
shall remain valid until their expiration.

Section 37. Application File. The BFI shall open an application file for every
application given due course in accordance with this Circular. The application for
permit, supporting documents, evaluation reports, written comments submitted by
other povernment agencies and the public, and any and all documents relating to the
application shall furm part of the application file. Each application file shall be
assigned an identification number for reference purposes. A summary of the
application file [Decision Document) shall be posted on the website of the BPL

Section 38. Reportorial Requirements. The following reports shall be submitted to
the BPIL:
A. Reports from the IBC.
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1. Annual report of projects under supervision during the year. The IBC shall
submit a report to the BPI not later than the 154 day of March of each
year.

2. Completion report. The IBC shall submit a report upon completion of a
field trial not later than one hundred twenty [120) days from completion
date.

3. Incident report. In case of any accident or untoward incident that may put
human health or the environment at risk, the applicant shall immediately
report the same to the IBC and the BPL The report shall describe the
accident or untoward incident, the actions taken to mitigate it, and the
persans and government authorities notified. In no case shall reparting
the accident or untoward incident to the BPI relieve the applicant and the
institution of their obligations under the law. The BPI may require the IBC
to submit follow-up reports on the long term effects of the field trial.

B. Reports from the Applicant

1. Progress report. The applicant shall submit progress report/s of all
ongeing projects to the IBC every end of February, for inclusion in the
annual report of the IBC.

2. Incident report. The applicant shall report immediately to the [BC and the
BPI any unexpected ohservations, untoward incidents, results or
accidents and unexplained illnesses or absences of personnel which may
be attributed to the activities involving the regulated article.

3. Completion report. The applicant shall submit a completion report of the
ticld trial to the IBC ninety (90) days after its completion,

C. Monitoring Reports. Concerned agencies shall submit the monitoring reports
to the BPL

Section 39. Management of Regulated Article. The Biosafety Committees of the
DOST, DADENR and DOH shall conduct regular review of, recommend, and monitor
compliance to, management strategies/measures of regulated articles by Biosafety
FPermit holders.

Section 40. Confidential Information.

A. If there are portions of the applications mentioned in this Circular that
contain rade secrets or confidential husiness information, each page of the
application containing such information shall be marked "Commercial-in-
Confidence” {CIC] by the applicanL. In addition, portions of the application
which are deemed "CIC" shall be so designated. The applicant shall also
submit one {1) copy of the application with all the CIC deleted, marked with
"CIC deleted” on each page where the CIC was deleted, If an application does
not contain any CIC, then the first page of all copies submitied to the BPI shall
be marked "No CIC",

B. Inno case, however, shall the following information be considered CIC:
1. Mame and address of the applicant;
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2. Description of the regulated article;

3. Description of the intended destination (including all intermediate and
final destinations), uses, and distribution of the regulated article;

4. Summary of the risk assessment of the effects of the regulated article an
the environment and human health;

3. Description of the proposed procedures, processes and safoguards, which
will be used by the applicant to prevent escape and dissemination of the
regulated article al each of the intended destinations, where appropriats;

&. Description of the methods and plans for emergency response in case of

acridental release of the regulated article into the environment: and

Description of the proposed method of final disposition of the regulated

article.

=]

C. The BPI shall inform the applicant if the information the latter identified as
CIC does not guality for such treatment and shall provide it an opportunity
for consultation and review of its decision prior to disclosure to any third

party.

D. An applicant may refer to data or results from applications previously
submitted by other applicants: Provided, that (i) the information, data or
results are not CIC, or (ii) if the otherwise, the previous applicants have given
their consent in writing to the use of their confidential information, data or
results.

E. Documents that are made available to stakeholders and the public shall
exclude portions thal are marked as "CIC"; however, the documents shall
clearly indicate with "CIC deleted” the part where the confidential
information was remaoved.

Section 41. Outside Experts and Accreditation of Laboratories. In the
implementation of this Circular, including without limitation the evaluation of risk
assessment studies and risk management measures, the concerned department or
agency may coordinate, seek the services of, and consult with international or
governmental agencies and public or private rescarch institutes or laborataries,
clucational establishments and individuals or entities with expertise relevant to
biosafety, In cases ol counflicting scientific findings ameng experts, the National
Academy of Science and Technology (NAST) shall act as the final autherity in the
resolution thereof.

section 42, Fees. Fees may be imposed by the concerned department or agency in
such amount as may be necessary to cover the costs of evaluating applications and
petitions and monitoring compliance with permit conditions.

Section 43. Appeal. [n case of the applications for field trial, commercial
propagation and direct use, any stakeholder aggrieved by the decision of the BPI
shall have the right to appeal the decision of the BPI Director to the Secretary of
Agriculture within fifleen [15] days from the receipt of the decision.



Section 44. Funding, The DOST, DENR, DA, DOIT and DILG shall allocate [rom their
prosent budgets such amount as may be necessary to implement this Circular,
including support to operations of their respective Biosafely Committees and its
secretariat, as applicable. Thereafter, the funding requirements shall be included in
the General Appropriations Bill submitted to Congress.

Section 45. Remedies. In cases af violations of laws, rules and regulations related to
biosafety, the following remedies shall apply:

A. Administrative Remedies. The concerned departments and agencies shall
ensure, in accordance with law, that the right of appeal and other
administrative remedics are available to applicants and stakeholders in
biosafety decisions.

B. Criminal Ligbility. Natural or juridical persons committing affenses in
violation of existing laws shall be prosecuted and penalized in accordance
with such laws.

C. Civil Liability. Philippine laws on liability and compensation for damages
resulting injuries committed on persons shall apply in accordance with such
Tawes,

D. nternational Law. International legal norms on liability and compensation,
including those developed and adopted under the Cartagena Protocol on
Bivsafety, shall likewise apply.

section 46. Issuance of Implementing Orders. The concerned national
government agency may issue subsequent implementing orders pursuant to their
respective functions in this Circular, subject to prior notice with the other national
ERVCTIUTIENT agencies.

Section 47. Transitory Provision. All new applications for Biosafety Permit for
contained use, confined test, field trial, commercial propagation and direct use for
tood and feed, or processing shall be processed in accordance with this Circular. All
renewals of Biosafety Permits for commercial propagation and direct use issued
under DA A.O. No. 8, series of 2002, shall be processed in accordance with this [oint
Departrmoent Circular.

Section 48. Repealing Clause. Unless otherwise repealed or amended expressly, all
DA administrative orders and memorandum cicculars consistenl with this Joint
Department Circular relating to the technical evaluation and monitoring of
regulated articles are deemed adopted and issued under this Circular, All existing
rules and regulations inconsistent with this Circular are hereby modified, revoked
or repealed accordingly.

Section 49, Separability. The provisions of this Circular are hereby declared to be
separable. If any part or provision of this Circular shall be declared invalid, the
remaining portions or provisions shall not be affected thereby and shall he
canstrued as if it did not contain the particular invalid term ar provision.
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Section 50, Effectivity, This Joint Department Circular shall take effect fifteen (15)
days after its publication in twa (2) newspapers of general circulation. A copy of this
issuance shall also be submitted to the UP Law Center.

MARI G. MO JO

Secretary
Department of Science and Technolngy mentof Agriculture
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AMMNEX A
Republic o the Philippines
Departiment of Agriculture
BUREALIQOF PLANT INDUSTRY

PLANT QUARANTINE SERVICE

Manila
Application for Biosafety Permit
for Field Triul (Datet
The Director
Burean of Plant Tndustry
SinMadame:
We—

Eeprl';mtﬁtive of RO
| Information Applicant Responsible Ufficer (RO {if applicable)
| Mams .

l. |
i Address [
Tel. Ne. : | ;-
[
Fax Mo, ,: -
Email Address i -
= ]

based upon the endorsement of the following members of (e Institutional Biosafety Commitiee (TBC) —

Warme

|

Information | MemberNo.1 [ MemberNo.2 | Member No. 3 Member No. 4 | Member No. 5

Dieai gna_fir.m

Address

| Tel. No.

| Fax™o,

| Fmail Address

Vote

Signaturs

1" signalure,
reason for such




hereby request tor issuance of Bivsafety Permit for Field Trial for the genctically modified (GM) plant/plant

priviuct described helow:

Desiznation

Regulated
Article

Donor
Dreganism

Host Organism

Yector or
Vector Agent

Common kame |

Constituents of
e Repulated
Article

| Scientific Nume

| Trade
| Mame

| Other Designations

| Means of Movement

By Whom

Entiiy(ies) Who Developed’
Supplied Regulated Article

Entity # 1

Entity £ 3

Endity #2 (Usze another sheet as

DECessary)

MName

Address

[ Tel. Na,

Fax Mo,

Email Address

= r

* The wllowing supporting documents are attached:
I. DOST-BC certification, il the Regulated Article i he nsed for field trial was developed in the Philippines.

2. Proposed Public Information Sheet for Field Trial {Annes “R™)

3. Technical dossier. which must include the following:

i,
b,

e T T =S

b

h.

Moleoular biclogy of systems used/to be used 1o produce Regulated Article

Arlicipalediactual expression of alered genetic material in the Resulated Arlicle, and how this
expression differs from thai of non-Ghd parental orgsnisms

Data/uther informatian on genetic stability of the introduced gene material

Biological materials acoompanying the Regulated Article during movement {where appropriate)
Froposed experimental or prosluction desian

Description of field testing site's

Proposed procedures, processes & safepuards to prevent cscape & dissemination of Regulated Aricle
lrom intended field testing sileds

Propascd method of final disposition

Any information known 60 applivant that Remulared Article may pose ereater risk 1o human health and
environment than snmodified host orzanism

. Information on socio-eponomic, cultural and ethical consideration

El
J. Project Description as preseribed by DENR-TIC;
6. Project Description ax preseribed by DOH-BC:
B

7. WCIP Clearance (when applicable)

. Impaort permit {when applicable);

i
0. IBC Endorzement andihe Risk Assessment Reports and
1

0. Proct of payvment of fees.



The undersigned certifies that based on histher persenal knowledse and/or suthentic docoments: () all
the information in this application are true and comect; and (i) this application cunlains 11l information and
views on which lo base a decision and inciudes relevant data and information known to the applicant which are
unfavorable 4 the application. The undersigned likewise warrants that the rezulated anivle is to be imparted
solely undd exclusively for use in field testing,

{Printed “ame and Sienature of Responsible Officer/ Authorized licprt:.:nmtiw‘.l

Republic of the Philippines)

.3
SUBSCRIBED AND SWORN TO before me this day of . ;20
#lliant exhibiting to me hisher Community Tax Certificats No. _wssaed G
al .
Do Mo,
[—‘;3_3{: i, 2 MNOTARY PLIBLIC
Rk ™o,

Series ol 200 .



ANMEX B

1.

13,
15.

PFUBLIC INFORMATION SHEET FOR FIELD THRIAL
{ Te be accomplished by the Applicantin a languagedlialest known to the community
where the held (mal 35 b be conducted and notarized)

FROPOSAL FOR THE FIELD TRIAL OF
(Insert name of the Regulated Arricle),

Marme af the Applicanl
Address ol the Applicant
Telephone Mumber! Tacsimile Womber and B-Val Address of the Applicant
Mame of Praject Leader
Mame of Responsible Offivers Authorized Represeniative
Daseription ol the Resulated Article [or Field Trial (mention the crop, oansformation event. new trait
conferred, name of the gene transferred, method of fransformation. and advantages of the trait conferved)
Purpose (5) of the Field Trial (state the objectives of the oroposed project)
Potential Benefits mmd Risks of the Regulated Article Relative o the Non-Modified Host Organism
a) Polential Benefits (describe how the new trait will benefit farming, the farmer, the
envimurent and sociely as g whole)
by Poteonial Risks (sunumarize human and animal health, and environmental assessments done
and studics implemented indicatine potential effects on human and animal health, and the
environment)
Brief Summary of the Effects of the Resulated Aricie on the Target Crzanism, I is & Pest Protected
Plant {add any information known e its effects on non-tarpet orpanism |
Location {with G5 cooedinates) and Size of the Proposed Fiefd Trial Sile
Duration of the Fizld Triat
Method of Disposal of Kegulated Article after Field Trial
Crowvermmenl Agencies Consulled Before Ficld Trial

For Additional Information on the proposed ficld tral, please contact:
[Marmie ol Responsible Officer Avthonzed Represcomatve)
{ Address)
{Telephone/FascimileMNos& F-mail Address)

The public is hereby invited tn submil their comments on the proposed ficld trial from the dare of

posting witil the public hearing, 0

MHrector

Bureau of Plant Industry

San Andres, Malate, Manila

Telephone Mumber 521-1080

Fax Mumber 521-1080

E-Mail bpihiotechsecremriardyahog. com

Approved for Fosting:

Crirector
Bureas of Plant Indusiry
Thafe:



ANMEX C

Republic of the Philippines
Nepartment of Agricultare
GUREALUQF PLANT INDUSTRY

PLANT QUARANTINE SERVICE
iznils

Application for Biosafery
Permit for Commercial
Propagation

{Date)

The Diretor
Burean of Plant Industry

Sir:

We—

Infurmution

| ﬁprﬁseuhlite of RO
Applicant | Responsiblie Officer (RO {if applicable}

Mame

Address

T'el. M.

Fax Mo.

Tinail
Aaldress

herehy

requast for issuance of Biosafery Permit for Commercial Propagation for the genetically modified (GM)

plantplanl prisdugts deseribe below

_Designation
Commen
| Name

| Yector or Constitwents of the
Regulated Article | Ponor Organism Host Organism Yector Agent Regulated Article

| Buientific
| Mame

| Trade
| Mame

Cither
| Desfenalions

[dentification No. of the Tield
Testing Application File

* The fllowing supporting documents are aached:

!_-\J

Certifieation from the BI°L 1) for new application. that the regulated article has undergone satisfactony
Gield irigl in the Philippines. 2) in eases of renewal, a certified true copy of the expired Riossfory
Parmit for Commercie]l Propagation

A lechmical dossier vongisting of scientfic lieraturs, wnpublished smdies or data fiom resis
pectormed, or such other scientific materials relied upen by the applicant to show that the release lor
commercial propagslion of the regulated arficle does not pose greater risks to bindiversiny, human
and anmal health than its conventional counterpart;

Copy of the proposed Public Infarmation Sheat for Commercial Propagation (Amnex "D") including
information required for evaluation of environmenlal and heallh impacks;

Information oo seeio-economic, cultural and ethical considerations;



Field trial repor;

Project Description a4 presenbed by DENE-BL,
Project Description &s preseribed by DOH-BC;
Applicant’s Risk Assessment Repor;

. Import Parmit (when applicsbic); and

0. Proot of prayment ol fees.

=g s

The undersigned certifies that based on his'her personyl knowledge and/or authentic documenis: (i) all the
information in this application are true and eoarreet; (7i) this application contzins all information and views on
which o base a decision and includes refevant dals and information known 1o the applicant which we
unfavorable to the application.. The undersigned like wise warrants thar the Resulated Article is 1o be imporied
solely and cxelusively for commercial propuagation,

{Printed “ame and Signature of Responsible Officer/ Authorized Representative)

Republic of the Philippines)

SLUBSCRIBED AND SWORM TO¥ before me this day ol , 200
aliiant exhibiting to me histher Commenily Tax Cemificar Moo 1ssued  Gn
Dhpe. M, 7
Page Mo, 2 NOTARY PURLIC
Book ™o, 3

Seres of 200,



ANMNEX T

FUBLIC INFORMATION SHEET FOR
COMMERCTAL PROPAGATION
tto be acemnplished by the Applivant and notarized)

PROTOSAL FOR THE COMMERCIAL PROPAGATION OF
{Inzeri Name of the Begolated Article)

I, Applicant’s Name

2, Applicant’s Address
3. Telephone Mumber Facsimile Namber, E-Mail Address of the Applicant
4, Wame of Responsible Officer/ Authorized Representative

£y

-Deseription of the Rzgulated Article for Commercial Propagstion (mention the crop, transformation event,

now mmait confemred, name of the gene wansferred, method of wansformation, and advantages of the trail

zonforred)

6. ITio be imported, Cowery (ies) of Origin of the Repulaled Adicl

7. Brief Summary of Potential Effcets on Human and Animal Health and the Environment (summarize
human and animeal bealth und cnvironmental assessments done and shelies implemented indicating
potential effects on huonan and animal health snd the environmeent)

g Briel" Summary of Potential Bencfits (Describe how the new tralt will benelil Tarming, the frmer, the

cnvirommenl, and socisty as g whole)

2. Countries Where Approvals Have Beon Granted (for FEP: for Commercial Propagation)

The public is hereby mvited to submit their comments to the BPT Divector {within 60 days from the date
of publication) on the Propused Commercial Propagation of Mame Transfoemation Eventd.

Director

Bureau of Plant Industry

San Andres, Malate, Maniky
Telephons Mumber 521-1080
Fax Mumber 521-1080

E-Mail bpibictechsecretariatfvihoo,oom

Approved for Publication:
Direstor
Rurean of Plant indwstry
Drate:

I-



ANNEX E

Republic of the Philippines
Deparment of Agriculiure

BUREAL OF PLANT INDUSTRY

PLANI'QUARANTINE SERVICE

Manika
Application for RBiosafety
Permit for Direct Uze as
Food and Feed, or for {Date)
Processine
Phe Director
Burean of Plant Tndustry
Sir:
We
Representatlve of RO
information Applicani Responsihie Officer (RO (il applicabde)
e |
|
Address I
Tel. Ho.
Fax Ma, =
. Emuil
| Mddress - ’
hereby request for issuanece of Biosafety Permit for Dircct Use for the genclivally modified (GM) plant/plant
product described beloas,
. | | Vector or Constituents of |
Desipnatinn Repulated Donor Organism Host Organism Vector Agent the Regulated
i Article Article
Common
Mame
Scientific
Mames
| ‘Irade =1
| Mame )
| Other |
Dsignations

Country oof Crrigin

| Chrantiny

Flight/Voyaes No

| Port of Emiry

Proposed Schedule




*The fullpwing supporting documents are attached

1

Lad ed

o SO I TR

In the case of imported regulated article. nofilication from the cxporter of couniny ol origin in
accordance with existing internatiomal agreemenis on the transhoundary movement of genetically
modified organisms;

inlormulion on socic-econcmic, culwsl and ethisal considerations:

Copy of the proposed P15 for Direct Use, (Annex "F") including information required for cvahmation
of enyironmental and health impaces;

In cases of renewsl, cortified true copy of expired Biosafety Permit for Direcr [se issued by BPI; and
Proad ol payment of focs

Tor facilitate roview of the application, the applicant may submit docoments w show that the
regulated article is allowed for commercial distribution as food and feed by the regulstory authoritics
in the country of origing and poses oo sreater risks to biodiversity, and human and animal health than
its canventional counterpart. If the regulated article is intended for use as feed or for processing into
leeds, (he applicant may submit documents to show that the regulatory authorities in the country of
arigin have lihewise determined that the regulated article poses no greater risks 0 biodiversity, and
humgn und animal health than s conventions] soontorpert,

The undersigned certifies that hased on his'her personal knowledge and/or authentic documents: (i) all
the infarmation in this application are tewe and carrecl; and (i) this application conezins all information and
views on which 1 hase 5 decision and includes relevant data and information known to the applicant which are
unfavorable to the application. The undesigned likewise warrants that the Regulared Article is 10 be imported
solely and exclusively for direct use as food and focd or for processing.

(Printed name and Signature of Responsible Officer/ Authorized Representative)

Republic of the Fhilippines)

]

SUBSCRIBED AND SWORM TO before me this dav of .4 i | N

affiant exhibiting to me histher Communily Tax Cenificate Wo. issued on
at .

Dog, Mo, s
Page Mo. ] NOTARY PUBLIC
Book Mao.
Series of 200__ .



AMMNEX F

FUBLIC INFORMATION SHEET FOR
DIRECT TISE AS FOOD AND FEED, OR FOR PROCESSENG
{to be accomplished by the Applicant and notarfized)

PROPOSAL FOR DIRECT USE AS FOOD
AND FEED, OR FOR PROCESSING
[Insert Name of the Regulated Article|

Lo Applicanl’s Name

2, Applicant’s Address

3. Telephone Number Tucsimile Mumber, E-Mail Address ol the Applicant

4, Name of Responsible Officer/ Authorized Represcntative

5. Description of the Regufated Article for Dircet Lse (mention the ceop, transformation event, new trai

conferred. name of the pene translerred, melhod of ransformation; and advantaees of the it conforred)
If to be imponted, Country (ies) ol Origin of the Regulated Articls

7. Briel Summary of Potential Effecls on Tluman and Animal Heakth and the Envirommest (summanize
buman and animal health and environmental assessmcnts done and studies implemenied indicating
polential effects on human and animal health and the environment)

& Briel Summary of Potential Benefits (Deseribe how the new trait will benefit farming, the Firmer, the
envivommenl, and socicty as a8 wholz)

% Courtries Where Approvals Have Been Granled (for FFP; for Commercial Propagation)

Lhe public is hereby invited w submit their comments w the BP1 Dircetor (within 60 davs from date of

publization) on the Proposal Tor the Tmportation of Name Transformation Fvent for dircet use as food and feed,

o foor processing

Directar

Bureau of Plant lodusiry

San Andres, Malate, hManila

Telephone Womber 321- 1080

Fax Mumber 521-1080

E-Mail bpibiciechseoetananavahoo.com

Appraved lor Publication:

[hiractor
Furean of Plant Industory
Diale;



ANNEX G

LIST OF REGULATED ARTTCLES WITH VALID BIOSAFETY PERMIT

I'NTIL THEIR EXPIRATION DATE

1. BHegulated Articles (single transformation event) for Direct Use
Regulated Article Date of Expiration
Conn MOMNAEROTT Sarch 20, 2016
Soybean A3347-127 June 33, 2014
Alfalta 1101 and J163  Augusts, 2016
Carn 59122 _ Aupusts, 2016
T lhtTlvlleLL“l-{lZRJ.ce May 15,2017
Sayhean MONE7701 May 15,2017
Com MIRGO4 Oietober 4. 2017
Com MONETA60 Mivernher 14, 7017
Sovbean MONEYTES Movember 15, 2017
Carn MONEID Dhecember 2, 2017
Corn 1272 Febpuary -S,_'-II}IIB
Com BT11 July 18, 2014
Sovbean 40-3-2 July 18, 2018
Soybean 305423 | September §, 2018
Curn NK603 I September 9, 2018
Com TCi507 | i Octaber 6, 2018
5 Canola RT73 | October 21, 2018
Com B1176 |  {ctober 23, 2018
Corn G A2l | Wowvermher 19, 2018 )
Corn T25 Diecemberd, 2018
Cotion [445 Izcemberd. 2014
Cotton 13985 December 4, 2018
Soybean AZT04- 2 January 22, 2019
_ Corton 531 February 4, 2019
__ Corm MONS9%034 Aprll 28,2019
Soybean MON 87708 May 4, 2014
Soybean MONETTOHS November 27, 2019
Com MONET427 Movernber 27, 2019
Corn MIR 162 February 10, 2020
Canola MOMNEE3N2 Aprl 25, 2000
Soybean MONS7769 April 23, 2020
Com 5307 June 10, 2020
Sugarbeet HY-1 Juby 27, 2020
Cotoon COTI02 Seplember &, 2020
Stiyhesn FGG72 September 8 2020
Saybean CV127 Ciclober 28, 2020
Corllon MONER913 November 25, 2020
II.  Regulated Articles (slacked transformation cvents) for Direct Use
Regulated Article f Date of Expiration
| Cotton 13985 x RR Flex Cotten (MONS§913) _ April 19, 2016
Com MOMNBEUET x Corn MONE1D) June 30, 2016
Corn Bl T x Corn DASIY122 x Com MIRGDS x Ausust 22016
| Corn TC1507 x Com GAZL
Com Bt x Corn GAZ) January 23, 2017
Com 49127 x Corn NK603 Februarvé, 2017

Carn TC1507 » Com 50122 February 6, 2017

Com 59122 x Com TC1807 x Com NK 603 | B February 6, 2017




IIT.

Tv.

[ Cum TC1507 X Comn MONEID % Corn NEG03
| Corn | | x Com MIRG04

May |15, 2007

! Corn MIRGD4 x Com GAZL

December 12, 2017

Comn Bt11 x Comn MIRG04 x Com GAZ1

December 12, 2017

Febroary 28, 2018

| Corn Btl 1 x Corn MIR |62

Dictober 28, 2018

Corn Bil1 x Com TC1307 x Com GA21

Soybean 305423 » Sovbean 40-3-2

January 22, 2019

April 2, 2019

Com 87480 % Corn MON 50034 x Corg W03

July 9. 2019

Corn MON9034 x Comn NEG03

Tuly 21, 2019

Savbean MONETTI £ Soybeun MONBITRE

Corm VIONETA60 x Com MOXNE034 « Coarn
hONER0LT

Seprember 25, 2019

Seprenther 25, 2019

Corn MONE034 1 Com MONSROLT

Oct. 1%, 2019

Com TC1507 x Corn DASS22 % Com
MONELD % '-’_I:I’T! MIRAOS x Carn WNKG03

Qoinber 27, 2019

Com GA21 x Carn T25

December £, 2019

Com 59122

Com Btll x MIR16Z x OA2]

Carmn LC150T x L-.rrn MONELD x Com MIR162 % Jan_ 7, 2020
Com RG0S

Corn MOMNETD % Coom WEAD3 Tan, 7, 2020

Collon 531 x Cotton 1445 Jan. 7, 2020

Cotton 15985 x Cotton 1445 Jan. 7, 2020

Com MONRING x Com 1307 x Corn BE0I7 x Feb. §. 2020

'F:'Ehruury 11, 2020

Corm [ MIR 162

Fehmarr 11, 2020

Corn BEA03 x Corn T25
Corn Bl | = Com MIKIG2 x Corn GAZT

April 21, 000

Comn 3772 x Cara Btll x Com MIRGM x Corm
 GATI
Com BT x Corn MIRL6Z x Com MIRG04 x
Corn GAZ]

Tuly 27, 2020

July 27, 2020

r'

July 27, 0

Lo MONSES034 x Com I5'I}E_:-: Cormn NR603

Jul 27, 2020

Com BT & Com MIELGE x Com TCI507 x
Com (3A2]

Tul 27, 2020

Corn B 1 x Com MIR1G2

December &, 2020

Cor W« Corn MIRTA2 x Com GAZ ]

December 6, 2020 :

Com Bill x Com TC1307 x Corn GAZ|

December 6, 2020

Regulated Articles (single transformation events) for Propagation

_ Regulated Article

Draie of Expiration

Com MONETD

Comn TC1507

Corn GAZ]

Mow. 18, 2016

Dec. 2, 2017

Dcér_-rnhnrﬂ, 2018

Com KEKa03

Com Bt1l

Corn MO §9034

Nav. 23,2019

Mar. 15, 2020

Apr. 22,2020

Regulated Articles (stacked transformation events) for Propagation

Repulated Ardele

Date of Expiration

Comn WOMWNEHES x Corn NEA03

Mareh 3, 2016

Comn TC1507 x Curn MONS10 x Corn NESQ3

March 30, 2015

Cern TC1507 x Corn MONS10

August 6, 2019




Com TC1307 x Corn NE603

August &, 2018

Carm MONE10 x Corn NEAD3

July 15,2020

Carn Bl x Camn GAZI

Sept. 5, 2020

Corn Btl 1 x Corn TCI50T x Corn GAZIT

Cretober 23, 2020

.



