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Principles of Environmental Risk Assessment of Biotech Plants
(Iran, EU28 & USA at a Glance)

By: Dr. J. Zolala

Lecturer in Plant genetic engineering & Biosafety
Shahid Bahonar University of Kerman, Iran.

Workshop on Modern Biotechnology, Biosafety and Environmental Risk assessment
August 19, 2018
Research Center of Environment and Sustainable Development, Tehran, Iran.
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Risk Assessment Procedure
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RISK ASSESSMENT MATRIX
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Case by Case study
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(Gene Flow & Horizontal Gene Transfer)
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(Environmental Exposure)
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Substantial Equivalence
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Model Organisms/EFSA - Risk assessment for Birds & Mammals.pdf
Model Organisms/EFSA - Risk assessment for Birds & Mammals.pdf
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Decision Making
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precautionary_principle_decision_making_under_uncertainty_FB18_en.pdf
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Risk

Lack of
programming
experience in

Android
application

Project Scope

Lack of
developing
resources

Description

Android-based application is
new to some of our team
members; we have to learn
from the start.

Project scope might change
along the time due to client’s
demand. Hence, it may
disorder our schedule.

Our project manager has
severe disease.

Probability

Medium

Medium

Impact | Overall Mitigation Strategies Residual

The team will schedule detailed
learning process to gain necessary
knowledge for completing the

High android application.

Gather feedback from client at the
every two weeks. Proper discussion
with supervisor or client before
changing schedule and project
scope.

Medium Medium

Assign backup role for her in case
some emergency event happens.
The project would functionally move
on.

Medium




Risk Communication

Ecological Risk - Human Health

Assessment . Risk
Assessment

Management



https://www.epa.gov/risk/risk-communication
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USA Model:



(APHIS) Is responsible for protecting agriculture from pests and diseases. Under
the Plant Protection Act, to protect plant health in the United States.

Am | Requlated Under 7 CFR part 3407

Under the Federal Food, Drug, and Cosmetic Act, it is the responsibility of food and
feed manufacturers to ensure that the products they market are safe and properly
labeled.

The Biopesticides and Pollution Prevention Division of the Office of Pesticide
Programs, under the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA),
regulates the distribution, sale, use and testing of pesticidal substances produced
In plants and microbes.


CFR 7 Part 340.pdf
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ron tection
\"EPA Ag;lﬂgymen al Froiectio
Environmental Topics Laws & Regulations About EPA Search EPA.gov Q
CONTACTUS  sHARE (§) (¥) (P)

Regulation of Biotechnology under TSCA and
FIFRA

Biotechnology under  Biotechnology under
TSCA FIFRA

o Modernizing the

® Qverview of biotechnology under TSCA ® Regulation of biotechnology for pest Regulatory System for
Biotechnology Products

program management
® TSCA biotechnology regulations ® QOverview of plant-incorporated protectants
® Filing a biotechnology submission ® Are Bt crops safe?
® TSCA biotechnology notifications status ® Framework to delay corn rootworm resistance ‘New Chemical



EPA Regulation in Brief.pdf

e United States
\_/ EPA Environmental Protection
\’ Agency

Environmental Topics

Laws & Regulations About EPA Search EPA.gov Q
CONTACT US SHARE @ @ @

Pesticide Registration

Fome © cBrion Data Requirements for Pesticide
Regittation Registration

Electronic Submission of
Applications

<iaersiion | @ST Guldelines for Pesticides and Toxic

Fees and Waivers

$egistrfa;ior;_lr]‘fjormation SUbSta’nceS EPA recommeﬂds The peST|C|de I'egISTI'CIﬂT
Sl provide data from tests conducted according
to EPA test guidelines.

— Antimicrobial EPA issues test guidelines for:
Registration

— Biopesticide Registrati

® Testing pesticides and toxic substances, and

® Developing test data for submission to the Agency for review under the:
» Toxic Substances Control Act (TSCA):
» Federal Insecticide, Fungicide and Rodenticide Act (FIFRA): and
» Section 408 of the Federal Food, Drug and Cosmetic Act (FFDCA).
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GMOs: EU decision-making

process explained

GMO Authorisation

Applicants can apply for GMO authorisations by submitting a dossier with experimental data
and a risk assessment.

Authorisations are valid throughout the EU and may be for:

« Cultivation
« Marketing of food and feed and derived products

If the GMO is to be used in food or feed without cultivation: applying for food and feed
purposes is enough.

If the GMO is to be used in food or feed with cultivation in the EU: companies need applying
both cultivation and food/feed purposes under the same Regulation.

If the GMO is not to be used in food or feed: applying for authorisation for cultivation is
enough.

More information

« Regulation (EC) No 1829/2003 on GM food & feed

« Directive 2001/18/EC on deliberate release into the environment

« Commission Implementing Regulation (EU) Mo 503/2012 on applications for
authorisation of genetically modified food and feed in accordance with Regulation (EC)
1829/2003

« Directive (EU) 2015/412 amending Directive 2001/18/EC as regards the possibility for
the Member States to restrict or prohibit the cultivation of GMOs in their territory



EU Decision Making Process.pdf
European Law.pdf
Amendment on European Law.pdf
EU Decision Making Process.pdf
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European Food Safety Authority

GMO applications: overview and procedure
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Applications helpdesk —
GMO application procedure
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9.
- e EFSA Joumal
EFSA GUIDANCE

APPROVED: 03 December 2013

doi:10.2903/].efsa.2013.3451

EFSA guidance on the submission of applications for
authorisation of genetically modified plants under
Regulation (EC) No 1829/2003

_ EFSA evaluates the safety of genetically modified organisms (GMOs) before they can
European Food Safety Authority

be authorised for use as food or feed and/or for cultivation in the EU. This includes GI

o, - plants, GM microorganisms and GM animals.
- efsam
European Food Safety Authorty oA Touns DOAADSP | Applications are submitted to the national competent authority of a Member State,

which forwards the application to EFSA. The technical dossier of an application must
be compiled according to EFSA’s guidance.

SCIENTIFIC OPINION

Guidance on the environmental risk assessment of genetically modified
plants1
EFSA Panel on Genetically Modified Organisms (GMO)>>

European Food Safety Authority (EFSA), Parma, Italy



EFSA - Submission Guidance.pdf
EFSA ERA Guidance.pdf
EFSA - Process of Application.pdf
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