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Compliance management of confined 
field trials for biotech-derived plants

Since the earliest days of plant biotechnology,
researchers and technology providers have focused on
stewardship practices to help assure the safety and
promote the responsible use of this technology.
CropLife International and its members are committed
to the responsible management of every product
through each stage of the entire life cycle: from its
inception in research, through product development,
to commercialisation, to product discontinuation. 
The plant science industry is committed to ensuring
compliance with science-based regulations worldwide
and promoting responsible use of the technology.

CropLife International promotes a life cycle approach
to the management of plant biotechnology products.
The overall aim of this stewardship approach is to
maximise the benefits and minimise any risk from
using plant biotechnology products. The plant science
industry is committed to promoting full and effective
stewardship at the field level, and believes that the
appropriate management and use of its products is an
important element underpinning sustainable
agriculture and optimising benefits and protecting the
environment and public health.

The plant science industry also recognises that
stewardship is a global issue. That is, development
and production may occur in a different country or
region than a product’s eventual use, so appropriate
tools need to be in place to ensure management of
the whole cycle. While stewardship efforts must be
globally harmonised, they must be locally applied and
relevant to individual regions and their regulatory
frameworks.

CropLife International and its network of regional

associations have established a guiding philosophy of
proactive self-regulation, through which technology
providers can work responsibly to protect people,
animals, and the environment in order to help ensure
a sustainable, healthy, abundant, and accessible food
supply. The plant science industry is committed to
doing its part to promote safety and trust in the
world’s food supply, and to support smooth trade
transactions in the agricultural community.

In order to meet this commitment, the plant
biotechnology industry has developed and
implemented initiatives supporting product
stewardship, quality management systems, and
compliance with government regulations for biotech-
derived plants1. CropLife International and its regional
member associations host training workshops around
the world on a variety of stewardship topics, such as
Compliance Management for Confined Field Trials,
Insect Resistance Management, Integrated Weed
Management, and Product Launch Stewardship of
product launch and product discontinuation. In
addition, CropLife International fully supports the
Excellence Through Stewardship®2 industry-
coordinated initiative that has been implemented to
promote the global adoption of stewardship programs
and quality management systems for the full life cycle
of biotech-derived plant products.

Since 2005, CropLife International has coordinated
Compliance Management for Confined Field Trials
workshops around the world. The objective of these
workshops is to help the development of a uniform
approach to confined field trials and compliance with
the terms and conditions of authorised confined field
trials in different parts of the world.

1. Executive Summary

3

1 Biotechnology-derived plant products or plant products derived from modern biotechnology means the application
of (1) in vitro nucleic acid techniques, including recombinant deoxyribonucleic acid (DNA) and direct injection of
nucleic acid into cells or organelles or (2) fusion of cells beyond the taxonomic family, that overcome natural
physiological reproductive or recombinant barriers and that are not techniques used in traditional breeding and
selection. This definition of modern biotechnology has been adopted by the Cartagena Biosafety Protocol under
the Convention on Biological Diversity and the Codex Alimentarius Commission.

2 http://www.excellencethroughstewardship.org/



Field-testing biotech-derived crops provides scientists
with an opportunity to collect information on
environmental interactions and agronomic
performance that is critical to a full environmental
safety assessment as required by regulatory
authorities. In order to ensure environmental
protection, this field-testing occurs under confined
conditions that may include requirements for
reproductive isolation, site monitoring, and post-
harvest land use restrictions.

Confined field trials of this type have been conducted
for over 20 years. Yet even with this long history of
safety, stewardship evolves and ongoing improvement
to the management of these trials is key to
maintaining the integrity of the regulatory system
under which they are being conducted, and to
maintain public confidence in the technology.

Overall, the objective of this field trial compliance
document, together with training workshops, is to
provide information that may be used to inform the
development of a quality assurance program designed
to:

• Help ensure uniform compliance with the terms
and conditions of authorisation for confined field
trials.

• Demonstrate responsible use and management of
confined field trials.

• Demonstrate due diligence on the part of
technology providers with respect to educating field
trial managers and providing a paper-trail for audit
and/or inspection purposes.

• Address a gap in many countries where there are
no clear educational tools for regulators in this
area.

• Serve to help countries with no national biosafety
framework in place by (a) providing a model around
which biosafety guidelines can be developed, and
(b) demonstrating confidence that industry is
committed to ensuring that trials are undertaken
under appropriately controlled conditions (as
summarised in these guidelines). 

The principal activities involved in the safe
management of confined field trials, as described in
CropLife International’s field trial compliance
document, are summarised below and detailed
throughout Chapters 4-7.

1. Executive Summary

Current (Growing) Season

Record of
Spatial Isolation

Record of
Border Row Isolation

Record of
Inflorescence Removal

Record of
Early Crop Destruct

Harvest or Termination

Record of
Harvest/Termination

Planting

Record of Planting

Storage &/or Transport

Record of Transport

Record of Storage
Inspection & Inventory

Application Post-Harvest Period

Record of
Post-Harvest Inspection

INSPECTION BY REGULATORY AUTHORITIES

MONITORING BY THE APPLICANT/TRIAL MANAGER

Technical Review &
Authorisation

Record of Corrective Action

(In the event of an unintended release or if the trial is found to be non-compliant)

4



Compliance management of confined 
field trials for biotech-derived plants

2. Introduction to confined field trials

5

2.1. INTRODUCTION
The commercial success of plant biotechnology in
Argentina, Canada, the United States, and other
countries would not have been possible without having
systems in place to permit the routine and safe
conduct of confined experimental field trials. In order
for plant biotechnology to be adopted in any country, a
mechanism must exist whereby both locally developed
and imported biotechnology applications can be
evaluated in experimental trials for their potential
usefulness and their biosafety impacts, before
authorisation and introduction into local agriculture.

Even in countries that are not currently
commercialising plant biotechnology products, there is
a need to conduct open-field research with biotech-
derived plants. Moreover, contrary to popular belief,
confined field trials are not always conducted solely
for the purposes of product evaluation and eventual
commercialisation; sometimes they are conducted only
within a research context to collect agronomic and
environmental data.

Within the product development pathway, confined
field trials represent the first controlled introduction
into the environment of biotech-derived plants. 
As such, they represent a distinct activity from work
performed in contained facilities, such as laboratories,
greenhouses, and screenhouses. At the point of
confined field trials, the potential environmental risks
of a particular biotech-derived plant may not be fully
understood and this poses special challenges to
regulatory oversight and environmental risk
management.

Since the first trials were carried out in the United
States in 1987, tens of thousands of confined field
trials have been conducted in various countries around
the world. Without exception, these trials have been
conducted without a single documented case of harm
to the environment, to animals or to humans. This is

an impressive safety record and one that requires a
commitment to good governance and responsible
management that is shared between regulatory
authorities and the technology developers.

The safe conduct of confined field trials can only be
accomplished through the combination of a robust
regulatory framework, science-based risk mitigation
measures, a trained and vigilant inspection staff, and
trained field personnel dedicated to abiding by the
terms and conditions of trial authorisation. As
evidenced by some experiences in both developing
and industrialised countries, weaknesses in any of
these areas become quickly apparent, usually to the
detriment of public trust. Public opinion research has
demonstrated that public acceptance of new
technologies, including biotechnology, is largely
dependent on confidence in regulatory structures and
processes. Even more generally, trust in the integrity
and institutional governance of regulatory bodies is
essential to securing market access both at home and
abroad. Likewise, the poor performance of some
groups conducting confined field trials calls into
question not only their own reputation, but also
tarnishes the image of the entire development
community and the technology.

This chapter introduces confined field trials and the
role that such trials play in both the product
development pipeline and the regulatory review
process. The critical distinctions between field trial
activities and those activities undertaken within either
contained facilities or following unconfined, or



2. Introduction to confined field trials

commercial, environmental release are emphasised. 
In particular, the importance of adopting effective risk
mitigation measures is stressed. In addition, this
chapter discusses concepts and principles of
reproductive isolation and other measures designed to
mitigate adverse impacts on the environment.

2.2. TERMINOLOGY
This compliance education document has adopted
some specific terminology and definitions, which are
described below. Additional terminology and
definitions are included in a glossary in Appendix 1.

2.2.1. Contained Use
Contained use refers to work with biotech-derived
organisms within contained facilities, such as a
laboratory, a greenhouse or a screenhouse. For
contained use activities, there is a physical isolation
from the environment and there is generally no
introduction into the environment of viable biotech-
derived organisms or microorganisms. Activities
carried on within contained facilities are generally
performed subject to specific biosafety guidelines and
under specified levels of containment. Contained use
guidelines are usually formulated and enforced by an
institutional biosafety committee (IBC) or, in some
cases, by a national research council.

Depending on the country, guidelines for contained
use of biotech-derived organisms may be promulgated
as national regulations under some enabling
legislation, or they may be voluntary codes of practice.
Even when the guidelines are voluntary, such as those
published by the National Institutes of Health (NIH)
in the United States3, adherence to the guidelines is
mandatory for any research conducted with
government funds. As a rule, industrial scientists
working within private organisations also adhere to the
same or similar guidelines.

The NIH Guidelines, which have served as a working
model for many countries, provide for four levels of
containment, CL1 (containment level 1) through CL4,
that specify increasingly stringent requirements, which
are dependent on the risk category of the organism.
The European Union regulates confined use of
biotech-derived microorganisms under Directive
98/81/EC4 which is essentially similar to the NIH
guidelines and provides for four Classes of safety. For
example, work with recombinant Escherichia coli
(strain K12), plant transformation vectors and biotech-
derived plants generally falls within CL2, the second
biosafety level for contained research. Internationally,
there is a high degree of standardisation between
containment guidelines published in different
countries and the stipulations of the different levels of

containment are not significantly different.

2.2.2. Confined Field Trial
The working definition that we have adopted within
this compliance management document is that: 
“A confined field trial is a small-scale experimental
field trial of a biotech-derived plant species performed
under terms and conditions that mitigate impacts on
the surrounding environment.”

Embodied in this definition are three important
considerations. Firstly, it is a small-scale activity,
usually about one hectare (ha) or less. Some countries
strictly regulate the size and number of confined field
trials that can be conducted with a particular plant
species-trait combination, while other countries do
not. In addition, some countries have defined different
categories of trials that are differentiated by the trial
size. For the purposes of this document, they are all
considered as confined field trials.

Secondly, a confined trial is an experimental activity
conducted to collect data, either on agronomic
performance or on potential biosafety impacts. It is
usually the case that collection of such field trial data
is a prerequisite to completing the environmental risk
assessment. Additionally, field trials are carried out to
produce sufficient plant material so that the developer
can undertake research to address the information and
data requirements for livestock feed and human food
safety assessments.

Finally, the trial is conducted under conditions known
to prevent the pollen- or seed-mediated dissemination
of new genes into and within the environment, to
prevent the persistence in the environment of the
biotech-derived plant or its progeny, and to prevent
the introduction of the biotech-derived plant or plant
products into the human food or livestock feed
pathways.

As it is generally used within this document,
“confinement” of a field trial refers to reproductive
isolation, but depending on circumstances, may also
include some degree of physical isolation. On a case-
by-case basis, specific methods of physical
confinement may be advisable to prevent herbivory or
the destruction of plant material by foraging animals,
or the unauthorised harvest or removal of plant
material by humans.

As a rule, most countries have a system of mandatory
notification and/or environmental risk assessment
before the approval of confined field trials, and have
developed standards for reproductive isolation and
monitoring in order to minimise any impact to the

6

3 http://oba.od.nih.gov/rdna/nih_guidelines_oba.html 
4 http://www.biosafety.be/PDF/98_81.pdf 
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environment or unintended release of plant material.
Again, depending on the country, the requirements for
applying for and conducting confined field trials may
be embedded in regulations or they may exist as
guidelines. In either case, there are provisions for an
administrative process, a science advice function, and
an inspectorate to verify compliance with the terms
and conditions of authorisation or permitting.

2.2.3. Unconfined Environmental Release
As it is used in this document, unconfined release
refers to the environmental introduction of a biotech-
derived plant usually without the requirements for
reproductive (or physical) isolation or post-harvest
land use restrictions or monitoring for nearby related
sexually compatible plant species. The authorisation
for unconfined release is generally a government
regulatory decision that is based on the outcome of 
a comprehensive biosafety environmental risk
assessment and which may, or may not, include an
assessment of non-safety issues (e.g., socio-economic
factors). Depending on the regulatory framework in
place, these decisions may take the form of a
“deregulation”, as occurs in the United States, or they
may be in the form of authorisations or licenses for
specific use. Approvals for unconfined release may be
indeterminate or they may be time-limited, with or
without requirements for post-commercialisation
surveillance. Depending on the characteristics of the
biotech-derived plant, there may also be requirements
for insect resistance management plans or other
specific post-approval risk mitigation measures, 
e.g. insect resistance management plans or weed
resistance management plans.

In some countries, the authorisation for unconfined
release is all that is required to permit commercial
cultivation of the biotech-derived plant and use by
farmers. However, in those countries that have
systems of plant or variety registration for

conventionally-bred plants, these systems will be an
additional level of regulatory approval. For these
countries, commercial use of the biotech-derived
variety requires both biosafety approval and registration
of the new variety within a national seed catalogue, or
equivalent official journal.

2.3. PURPOSE OF CONFINED
FIELD TRIALS

Confined field trials are essential to the scientific,
political and social success of any biosafety system,
and are a necessary prerequisite to the unconfined
(general) environmental release of biotech-derived
plants. Confined field trials serve multiple purposes. 
For the plant breeder, they provide the first opportunity
to evaluate the agronomic potential of novel plant-trait
combinations in the open environment. In this regard,
confined field trials serve the same purpose as
conventional breeders’ trials. As part of the core
characterisation of a biotech-derived plant, it is
necessary to measure the levels of protein expression
from any newly introduced genes, both in a range of
plant tissues and over the course of plant development.
These measurements are generally performed on field-
grown plants and are used to predict levels of exposure
to novel dietary proteins for humans or livestock
animals consuming the edible portions of the biotech-
derived plant or derived plant products. In addition,
confined field trials permit the production of sufficient
quantities of plant material for use in livestock feeding
trials and to conduct compositional analyses, which are
necessary for human food safety assessment.

Confined field trials are also necessary to collect the
agronomic and ecological data required to complete
the environmental safety assessment of the biotech-
derived plant. These types of studies may include: field
surveys designed to assess the potential impacts on
non-target, beneficial and endangered insects;
evaluation of the environmental fate of novel plant-
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expressed proteins, particularly pest control proteins;
and assessment of morphological characteristics that
could signal any changes to agronomic impact.

For regulatory authorities, there is the opportunity to
build public confidence in the biosafety regulatory
system by demonstrating the safe conduct of confined
field trials, including the monitoring and enforcement
of regulatory standards. And for farmers, confined
field trials provide them with an opportunity to
appreciate first-hand the potential risks and benefits
that may be afforded by the cultivation of these new
crops.

2.4. RISK MANAGEMENT APPROACH
TO CONFINED FIELD TRIALS

As it is commonly expressed, risk is the product of
two probability distributions – the likelihood of
exposure to a hazard and the likelihood the hazard will
cause serious harm. Risk assessment is often defined
as a science-driven “process of obtaining quantitative
or qualitative measures of risk levels, including
estimates of possible health effects and other
consequences as well as the degree of uncertainties in
those estimates”, free of the emotive factors that
influence risk perception. The objective of risk
assessment is to produce neutral and transparent risk
information, including the identification of possible
risk mitigation measures, to inform decision-making.

From a policy standpoint, it is important to distinctly
separate the risk assessment and management of
confined field trials from unconfined releases. At the
level of an unconfined (general) release, the focus
must be on rigorous risk assessment as the intent is
widespread introduction of the modified plant into
agriculture, usually with few or no provisions for risk
mitigation. For unconfined releases, there is little or
no possibility of controlling the exposure component
of risk; therefore, to minimise risk both to the
environment and to people and animals, regulators
must be satisfied that potential hazards are not
significant. Conversely, for a confined field trial, where
the potential hazards may be largely unknown or at
least not likely to be fully appreciated without data
collected during the trial, the focus must be on
minimising exposure through risk management – the
terms and conditions that are necessary to permit safe
trial conduct. This crucial distinction between
unconfined environmental releases and confined field
trials is not always sufficiently appreciated, either by
regulators, national biosafety committees, or capacity
builders and trainers.

The terms and conditions governing the conduct of
confined field trials include specific provisions for
reproductive isolation, physical security as necessary
during transportation, planting, monitoring, harvesting,
storage, disposition, and reporting (including archiving
and access to trial records).

Together with a system of government inspection,
these terms and conditions provide a system of
controls that permit experimental plants to be safely
evaluated on a small scale.

Generally, the activities of national biosafety
committees and donor organisations have focused on
risk assessment and in building the scientific
knowledge capacity to carry out risk assessment.
While very important, these activities have not
prioritised the conditions for conducting confined field
trials. In these situations, the overemphasis of
exhaustive prior risk assessment can result in lengthy
delays to the approval of field trials.

2.4.1. Risk Mitigation Measures for
Confined Field Trials

The risk mitigation measures governing the safe
conduct of confined field trials comprise a three-
pronged approach that seeks to: (1) prevent the
pollen- or seed-mediated dissemination of new genes
into and within the environment; (2) prevent the
persistence in the environment of the biotech-derived
plant or its progeny; and (3) prevent the introduction
of the biotech-derived plant or plant products into the
human food or livestock feed pathways. When properly
implemented, these measures help to ensure that the
confined field trials do not negatively impact the
environment at large, or a country’s biodiversity, or
animals or humans. Risk mitigation measures help
ensure that the planting of confined field trials will
not impact on commercial food production.

Preventing the Dissemination of New Genes
This is accomplished by imposing conditions of
reproductive isolation on all plants within the confined
trial site. Practically, reproductive isolation refers to
the means used to control the movement of pollen
from the confined trial site – thus minimising the
introgression of new genes into neighbouring plants of
the same or a sexually compatible species. In order
for pollen-mediated gene flow and introgression to
occur, a number of conditions must be satisfied.
Under natural conditions, the two plants must be
sexually compatible, fecundity must coincide, a pollen
vector must be available, and the progeny plants must
be fertile and able to persist in the environment.

The goal of reproductive isolation is to help ensure
that biotech-derived plants under field trial do not

8
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pollinate sexually compatible plants that are nearby,
including other cultivated plantings or free-living
plants of the same crop species, and any compatible
wild plants of a species related to the crop.
Functionally, this requires the implementation of crop-
specific protocols to ensure reproductive isolation that
may include one or more of the following measures,
sometimes in combination: (1) removal of flowers; (2)
bagging of flowers/tassels to prevent open pollination;
(3) termination of the trial prior to flowering; (4)
spatial and/or physical isolation from other sexually
compatible plants; (5) use of border rows of
conventional plants of the same variety to act as
pollen traps for insect-pollinated species; or (6)
temporal isolation of pollination (i.e., planting earlier
or later than any nearby sexually compatible plants).

The appropriate conditions for reproductive isolation
are determined by the reproductive biology of the
unmodified plant species. Important considerations
include:

• Whether the plant is self-pollinating or cross-
pollinating;

• Mechanisms for pollen dispersal (wind vs. insect-
vectored);

• Pollen viability;

• Presence of nearby sexually compatible relatives;
and

• Cultivation practices of the crop (vegetative
propagation vs. propagation through true seed).

Spatial isolation is the basic method of reproductive
isolation for all plant species, and it is also the
default method that will need to be invoked should
other methods of reproductive isolation fail. Guidance
on the appropriate distances for spatial isolation is
typically based on the requirements for maintaining
varietal purity taken from national seed certification
regulations or from international seed certification
schemes. For spatial isolation to be effective, the
isolation distance must be regularly monitored for the
presence of prohibited plants (i.e., any plants that are
sexually compatible with the biotech-derived plants
within the confined field trial) and these should be
removed before flowering.

In conducting the risk assessment for a confined field
trial, one of the most important considerations is

whether the method of biotech improvement, or the
trait introduced into the biotech-derived plant, is likely
to have altered the basic reproductive biology of the
unmodified plant species. If it has not, then the
standard conditions known to be effective at
reproductively isolating the conventional plant variety
will also apply for the biotech-derived variety.

It is important that all affected parties have a good
understanding of the confined field trials and what
they will entail. As such, field trial managers are
encouraged to communicate with neighbouring
farmers about any planned trials especially if the
reproductive isolation may have an impact on farm
management of fields adjacent to the trials.

Preventing Persistence in the Environment
Confined field trials must be conducted in such a
manner that the biotech-derived plant, or its offspring,
will not persist in the environment. At the termination
of the field trial, any viable plant material likely to
give rise to volunteer plants in subsequent growing
seasons should be managed to prevent persistence in
the environment. To manage any volunteers (or
progeny plants) that may arise, there should be a
period of post-harvest land use restriction (i.e., no
planting of the same or a sexually compatible plant
species), during which there is active monitoring for,
and destruction of any volunteer or prohibited plants
before flowering.

The period of post-harvest restriction depends on the
plant species and particularly its seed dormancy
characteristics. It may range from one year, as is
typically the case for maize or cotton, to as long as
five years for Polish canola (Brassica rapa ). Again,
from the risk assessment perspective it is important to
consider whether the biotech improvement is likely to
have altered any properties of seed dormancy. If it has
not, then knowledge of the persistence of viable seed
from the conventional variety in the soil can be used
to determine the appropriate period of post-harvest
restriction and monitoring.

Preventing Introduction into the Food and Feed Pathways
Ensuring the experimental biotech-derived plant
material does not enter any food or feed pathways
from field trial sites is a major critical control point in
the proper management of confined field trials.
Environments where experimental plant material is
routinely harvested for local consumption at the end
of conventional trials represents the most likely
scenario in which an unintended release of regulated
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material may happen during a confined field trial.
Effective risk management to prevent animal or
human consumption of regulated plant material
requires:

• Controlling the movement of plant material to and
from the trial site (transport and cleaning of any
machinery used);

• Controlling the storage of seed and other plant
material;

• Controlling the disposal of residual or excess plant
material on the trial site – this could be excess
planting materials, material remaining after
harvest, material from roguing, detasseling or
deflowering activities;

• Controlling the disposition of any material retained
after harvest, such as seed that is saved for
subsequent analyses; and

• Controlling unlawful harvest from the trial site.

This area of “plant material management” requires
the implementation of effective and documented
control processes, and a system of traceability, all of
which are backed up by inspection and verification
procedures.

One of the most important areas to be considered in
an application for a confined field trial is the
applicant’s ability to satisfactorily implement an
appropriate compliance management program. In this
regard, the applicant’s prior training and experience,
coupled with the applicant’s own history of successful

compliance management, are significant factors that
will influence the granting of a permit and approval of
a field trial application.

2.5. CONCLUSIONS
For confined field trials, the focus must be on the
implementation of effective risk mitigation strategies
rather than on exhaustive prior risk assessment. Other
important messages from this chapter are that:

• Confined and unconfined activities are distinct and
there should be a separate review and approval
process for each;

• The questions that need to be considered for
confined field trials are different than the questions
for unconfined release; and

• Whether confined field trials can be performed
safely and routinely.

In countries with no, or limited, experience in the
design and implementation of audit, inspection, and
enforcement systems in other areas, such as food
safety or plant and animal health, there is limited risk
management capacity. A main goal of this educational
document is to provide information and tools to
address the critical risk management weaknesses that,
at an operational level, are limiting confined field trial
approvals, and consequently the ability of developers
to evaluate and farmers to access new products from
agricultural biotechnology. This document will be of
value to regulatory officials and inspection staff, and
to developers and others engaged in the conduct of
confined field trials.

10
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Figure 1. The regulatory framework for obtaining confined field trial approvals in Argentina .7

3.1. INTRODUCTION
While many countries are still in the process of
implementing their field trial programs, there are
countries that have successfully transitioned from
field testing to commercial approvals. Brief case
studies of seven countries are presented below,
illustrating the variety of processes in use for the
review and approval of field trial applications and
different stages of development and experience with
the regulation of confined field trials. All of the
countries that initiated their biosafety regulatory
programs more than 15 years ago have evolved during
this time to successfully address confined field testing
and product commercialisation. Countries initiating
field trial regulation more recently are still adapting
their processes to improve efficiency and to meet
national needs with respect to a high level of
regulatory compliance with confined field trials.
The case studies identify which regulatory bodies
are involved in the approval of field trials and how
applications for field tests are processed.

3.2. ARGENTINA
Regulatory responsibility for biotech-derived plants in
Argentina rests with the Secretariat of Agriculture,
Livestock, Fisheries and Food (SAGPyA). Argentina’s
biosafety framework was established in 1991 and is
supported by regulatory resolutions, one law and some
decrees (Figure 1). These were developed over 10
years and address specific aspects of regulating
biotech-derived plants5. Applications for confined
field trials are submitted to the National Institute of
Seeds (INASE), the agency in charge of registering
and controlling commercially marketed seed. They
secure any applications containing confidential
information and are responsible for field trial site
inspections.

INASE forwards applications to the National Advisory
Commission on Agricultural Biotechnology
(CONABIA).6 CONABIA is the multidisciplinary, inter-
institutional advisory group responsible for evaluating
scientific and technical issues associated with the

5 Resolutions: No. 289 (1997); No. 131 (1998); No. 226 (1997); No. 656 (1992); No. 837 (1993) and more;
http://www.sagpya.mecon.gov.ar/new/0-0/programas/conabia/bioseguridad_agropecuaria2.php

6 http://www.sagpya.mecon.gov.ar/new/0-0/programas/conabia/index.php
7 Adapted from Burachick, M. and P.L. Traynor. (2002). Analysis of a National Biosafety System: Regulatory
Policies and Procedures in Argentina. ISNAR Country Report 63. International Service for National Agricultural
Research, The Hague
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potential environmental impacts of biotech-derived
organisms. CONABIA has produced guidelines for
carrying out confined field trials of biotech-derived
crops8, reviews requests for confined trials and
prepares recommendations for the Secretary of
Agriculture to issue permits. CONABIA meetings are
scheduled as needed and are held frequently before
and during the planting season. Once a request has
been reviewed, the coordination office communicates
with applicants regarding the need for more
information and, if any, specific trial conditions
recommended by CONABIA. Once the applicant has
provided any missing information and agreed to the
conditions of the trial, the final decision is taken.
When approved, a permit is issued by INASE on
behalf of SAGPyA with any conditions regarding the
conduct of the field trial appended.

3.3. BRAZIL
In Brazil the biosafety regulatory framework was
established by Law 11,105 of 2005 and later
amended by Decree No. 5,591 of 2006 and Law
11,460 of 2007. These legal instruments establish
two governing bodies for agricultural biotechnology:
the National Biosafety Council (CNBS) and the
National Technical Commission of Biosafety (CTNBio).
The CNBS is a policy forming body and does not
provide input on applications for confined field trials.
The competent authority for national biosafety is the
CTNBio,9 which functions under the Ministry of

Science and Technology. The CTNBio is responsible for
all biosafety review and issues approvals for confined
field trials under Normative Resolution No. 06 of
November 2008,10 which details the requirements for
‘planned release’ (CFT) of biotech-derived plants. This
regulatory body is comprised of 18 to 27 members that
include officials from federal ministries, technical
experts and specialists representing consumer interests
and small scale farming. 

Any institution wishing to experiment with biotech-
derived plants must obtain a Certificate of Quality in
Biosafety (CQB) from CTNBio and must have a
functioning institutional biosafety committee (CIBio).11

The CIBio approves applications for confined field trials
before they are submitted by the applicant, who is the
legal entity responsible for the trials. The information
requirements for CFT applications are detailed in the
Normative Resolution No. 06. Four paper copies and
one electronic copy of the application must be
submitted to CTNBio and measures are in place to
protect confidential information. Requests to import
biotech-derived plant material are submitted with CFT
applications.

The CTNBio publishes a summary of each application in
the Federal Official Gazette within 30 days of receipt of
the application. A risk assessment of the planned trial is
carried out on a case-by-case basis by at least two
CTNBio Permanent Sub-commissions who submit their

12

8 http://www.sagpya.mecon.gov.ar/new/0-0/programas/conabia/reglamentaciones.php
9 http://www.ctnbio.gov.br 
10 http://www.ctnbio.gov.br/index.php/content/view/12856.html 
11 http://www.ctnbio.gov.br/index.php/content/view/143.html 

Ministry of Science
and Technology

Public hearings
if needed

Published in Federal
Official Gazette

Application

Request CQB

Application
submitted

Permit issued/
request denied

Notification
of decision

Application
summary

Biosafety
opinions

Biosafety
review

Applicant

National Technical
 Commission of Biosafety

(CTNBio)

Institution holding a
Certificate of Quality in

Biosafety (CQB)

Institutional
Biosafety Committee

(CIBio)

Two or more
CTNBio Permanent
Sub-commissions

Figure 2. The regulatory framework for obtaining confined field trial approvals for biotech-derived crops in Brazil.
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safety opinions to the CTNBio within 90 days.
Requests to the applicant for additional information
must be addressed within 90 days or the application is
cancelled.

CTNBio can hold public hearings when it feels these
are necessary. Applications are either approved with a
decision document that is published in the Federal
Official Gazette within 10 days of the decision, or
dismissed with an order that explains why the request
failed. A dismissal can be appealed.

3.4. CANADA
The Canadian Food Inspection Agency (CFIA)
regulates confined field trials through its Plant
Biosafety Office (PBO)12 and under Directive 2000-
07: Conducting Confined Research Field Trials of
Plants with Novel Traits in Canada.13 Applications are
submitted to the PBO where they are reviewed
internally and a decision is issued in the form of a
permit with terms and conditions (T&C) under which
the trial must be implemented. These T&C are case
specific and provide the risk management
confinement measures to be implemented to minimise
any impact on the environment.

Applicants must be Canadian citizens or must
designate a Canadian agent to submit the application.
The information requirements for applications are
detailed in Appendix 1 of the Directive.14 Applicants

need to indicate which food crops will be cultivated
around the trial sites and any endangered species that
live in the release environment. Both size and number
of confined field trials are restricted and biotech-
derived plants developed for plant molecular farming
(i.e., the production of industrial and pharmaceutical
compounds) have additional confinement and
management conditions. Applicants may request to
renew trials over several successive growing seasons
where plants are perennial or trials will be repeated on
the same site.

Applications for food and feed crops require 30 days
for review and authorisation, while industrial and
pharmaceutical crops require 60 days and may
undergo additional reviews by the Pest Management
Regulatory Authority (PRMA) and Health Canada,
depending on the nature of the constructs used in the
test plants. These reviews are co-ordinated by the PBO
and do not require additional submissions. Fees are
payable based on the number of field trial sites and
the number of constructs being tested. There are
mechanisms to deal with confidential business
information and the PBO notifies provincial authorities
of trials to be planted in their territory and provides for
feedback from these offices prior to the final decision.
A summary of field trial approvals is posted on the
CFIA website and is sent to the BioTrack database of
the Organisation of Economic Cooperation and
Development.

12 http://www.inspection.gc.ca/english/plaveg/bio/pbobbve.shtml 
13 http://www.inspection.gc.ca/english/plaveg/bio/dir/dir0007e.shtml
14 http://www.inspection.gc.ca/english/plaveg/bio/dir/amforme.pdf 
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3.5. INDIA
In India, research and release of biotech-derived crops
is regulated under the “Rules for the manufacture,
use, import, export and storage of hazardous
microorganisms genetically engineered organisms or
cells”, 1989, notified under the Environment
(Protection) Act of 1986.15 These rules are
implemented by the Ministry of Environment and
Forests and the Department of Biotechnology,
Government of India. The Act establishes seven
competent authorities with direct relevance to biotech-
derived crop approvals:

• The Recombinant DNA Advisory Committee (RDAC)
is constituted under the Department of
Biotechnology (DBT) in the Ministry of Science and
Technology and advises government on
biotechnology in general. The RDAC drafted the
Indian Recombinant DNA Safety Guidelines16 in
1990.

• Institutional Biosafety Committees (IBSC) are
constituted by organizations undertaking research
and development activities with biotech-derived
crops. Each IBSC includes a nominee of DBT as a
member. 

• The Review Committee on Genetic Manipulation
(RCGM)17 functions within the DBT. It reviews and
approves research projects, recommends small
scale field trials (final approval by Genetic
Engineering Approval Committee), inspects
facilities and issues clearance for import of

research material. The RCGM monitors research on
biotech-derived crops in the laboratory, in contained
environments and fields. In the case of biotech-
derived crops, experiments are conducted in
contained greenhouses before decisions are taken to
conduct field trials.

• The Genetic Engineering Approval Committee
(GEAC)18 functions within the Ministry of
Environment and Forests and approves small and
large scale field trials and commercial releases of
biotech-derived crops.

• State Biotechnology Coordination Committees
(SBCC) are constituted in each Indian state and
headed by the Chief Secretary of State. These
committees coordinate activities with the Ministry of
Environment and Forests and have powers to
inspect, investigate and take punitive action in the
case of non-compliance with requirements pertaining
to biotech-derived crops.

• District Level Committees (DLC) are constituted by
the state governments to act as nodal agencies at
the district level. They assess any damage due to
release of biotech-derived crops and implement 
on-site control measures.

• The Monitoring cum Evaluation Committees (MEC)
are established by the RCGM and GEAC for
inspecting confined field trials.

The interaction of these authorities is shown in Figure 4.

14

15 http://www.envfor.nic.in/legis/env/env1.html
16 http://www.envfor.nic.in/divisions/csurv/geac/annex-5.pdf 
17 http://dbtbiosafety.nic.in/committee/rcgm.htm
18 http://www.envfor.nic.in/divisions/csurv/geac/geac_home.html
19 http://www.bcil.nic.in/  

Figure 4.  The regulatory framework for obtaining confined field trial approvals for biotech crops in India (provided by BCIL).19
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In 2008 GEAC adopted an event-based approval
system to simplify the distribution of local hybrids or
varieties derived from conventional breeding with
approved biotech events. They also produced
guidelines on the implementation of confined field
trials.20 Two years ago the DBT under the Ministry of
Science and Technology was given responsibility for
setting up a national biotechnology regulatory
authority to provide a single entry and approval point
for all activities with biotech-derived organisms.
Following extensive consultations, the DBT drafted the
Biotechnology Regulatory Authority of India bill21,
which may be presented to Parliament in 2009.

3.6. PHILIPPINES
Biotech-derived crop trials and commercial approvals
are regulated under Administrative Order 8 (2002)22

issued by the Secretary of Agriculture. The Philippines
biosafety review process (Figure 5) for biotech-derived
crops is coordinated by the Bureau of Plant Industry23.

For confined field trials, the applicant must first
undertake a risk assessment review with the
Institutional Biosafety Committee (IBC) that functions
for their organisation. The IBC includes a community
representative in its membership and is responsible
for any public outreach deemed necessary by the
regulations. The application is submitted by the IBC
to the Bureau of Plant Industry. This agency checks

that the application fulfils the requirements of the
regulations and guidelines24 and then forwards it to
the National Committee on Biosafety of the Philippines
(NCBP) and the Scientific and Technical Review Panel
(STRP) for a risk assessment review. The STRP
considers environmental impact and food and feed
safety issues. The NCBP considers the application, the
risk assessment completed by the IBC, the STRP’s
biosafety recommendations, and public input before
making its recommendation to the BPI. The BPIs
decision to approve or not approve a field trial is
forwarded to the applicant. Where approval is given,
the BPI issues a permit and schedules inspections.
Inspections are undertaken by the Bureau inspectorate
and by members of the NCBP.

The regulatory approval process for confined field trials
is fairly complex and involves four separate risk
assessment reviews (the developer, the IBC, the STRP,
and the NCBP), however, it appears to be working
effectively. The amount of public information needed
depends on the type of activity. First time applications
for trials with a new biotech-derived organism in a new
area can expect fairly extensive communication
requirements which can include notification of
community leaders, notices in public buildings, and
public consultation meetings in the communities
around field trial sites.

Figure 5. The regulatory framework for obtaining confined field trial approvals in the Philippines.
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20 http://www.envfor.nic.in/divisions/csurv/geac/biosafety.htm 
21 http://dbtindia.nic.in/Draft%20NBR%20Act_%2028may2008.pdf 
22 http://biotech.da.gov.ph/Administrative_Order.php 
23 http://www.bpi.da.gov.ph/
24 http://www.ncbp.dost.gov.ph/ncbp/index.php
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Figure 6. The regulatory framework for obtaining confined field trial approvals in South Africa.
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3.7. SOUTH AFRICA
The approval process in South Africa has been
operational since 1990. Initially an interim process
was run through the Ministry of Agriculture’s
Directorate of Plant and Quality Control. This led to
the development of the Genetically Modified Organism
(GMO) Act (15, 1997)25, which was implemented in
1999 and amended in 200826. Applications for all
GM-related activities (registration of research
facilities, contained use, greenhouse and clinical
trials, field trials, general use, import and exports) are
submitted to the Registrar of the GMO Act in the
Ministry of Agriculture’s Directorate of Biosafety.
Copies of the Act, the regulations27, the guidelines28

and details of permits issued are listed on the
department’s website29.

Applications are reviewed by an independent scientific
advisory body (Figure 6). These reviewers sign
confidentiality agreements before receiving the
application as they have access to all confidential
business information. This review sub-committee may
request additional information from the applicant.
The scientific advisory committee sends biosafety
recommendations to the country’s decision-making

body, the GMO Executive Council. The Executive
Council sits six times a year to review the applications
and take decisions on approvals and refusals.
Approvals result in the issuance of permits which
detail the confinement and reporting conditions
required for the activity. Refusals are issued as letters
of rejection.

Applications must reach the Registrar’s office by a
predetermined date for each Executive Council
meeting. They must be accompanied by the correct
number of copies and the correct application fee.30

A copy of the application with confidential business
information deleted must be submitted for public
access. In addition, where the regulations require
public notification of an activity, i.e., for field trials,
the original notices from newspapers must be
included. The Registrar’s office commits itself to 90
days for field trial approvals and mostly keeps this
timeframe. However, the clock stops when additional
information is requested and this can cause decisions
to take longer.

The Directorate of Biosafety uses plant quarantine
inspectors to check compliance with permit
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25 http://www.nda.agric.za/docs/geneticresources/act15.htm
26 http://www.nda.agric.za/docs/geneticresources/amendment_bill.pdf
27 http://www.nda.agric.za/docs/geneticresources/GMO_R576.pdf
28 http://www.nda.agric.za/docs/geneticresources/forms_pdf.htm; near bottom of page
29 http://www.nda.agric.za/docs/geneticresources/forms_pdf.htm
30 Fee for 2009: R2550.00 (approx. US$ 337.00) per application for field trial



conditions. The inspectors may require prior
notification of specific activities, such as harvest, to
schedule inspections. These requirements are detailed
in the permit.

The system functions fairly efficiently, but applicants
need to be conscious of timeframes to ensure
decisions are obtained in time for the planting season.
First-time applications should be submitted with
enough time for two sittings of the Executive Council
in case a second submission is needed, or additional
information is required which delays the scientific
review.

3.8. VIETNAM
The approval of field trial applications in Vietnam will
be based on a biosafety management decree that has
been drafted by the Ministry of Natural Resources and
Environment (MoNRE) and was being reviewed by the
Ministry of Justice in 2009. From here it will go to
the government for approval. This decree will fall
under the Biodiversity Law (Number 20/2008/QH12,
effective on 1 July 2009).31 Guidelines32 for running
confined field trials have been developed by the
Ministry of Agriculture and Rural Development

(MARD), have been subject to extensive stakeholder
consultation and revision, and will be implemented
once the decree is approved.

The draft regulations require that applicants submit
dossiers for confined field trials and import of biotech-
derived plant material to MARD. The Advisory Council
of GMO Biosafety Management within MARD will be
responsible for appraising, reviewing, assessing and
approving these applications. Public universities and
institutions wishing to carry out confined field trials
will need to apply to the Ministry of Science and
Technology to be evaluated and verified as having
sufficient capacity to undertake these activities.
Approvals for confined field trials will be issued by
MARD in the form of a permit and MARD will notify
the MoNRE of the decisions on each application.
A time frame of 60 days has been allocated for
issuing import and field trial permits.

Information on the results of the field trials will be
provided for public comment at the end of the trial
season and the public will have 30 days to submit
comments to the MoNRE.
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31 http://www.grain.org/brl/?docid=82017&lawid=3198
32 http://www.fas.usda.gov/gainfiles/200801/146293488.pdf
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Figure 7. The proposed regulatory framework for obtaining confined field trial approvals for biotech-derived crops in Vietnam.
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3.9. CONCLUSIONS
The seven case studies illustrate how varied
approaches are taken by governments to establish a
functional regulatory system that permits the safe
conduct of confined field trials. Argentina, Brazil,
Canada, India, the Philippines, and South Africa have
all developed their legislation, regulations and
guidelines over time and benefited from experience
gained in running field trials approved under interim
regulations and guidelines before promulgating new
laws and/or regulations. Vietnam is about to
implement its regulatory process and has studied the
CropLife International compliance program to help
with the drafting of its confined field trial
management process and guidance documents.

All of the countries have inter-ministerial, multi-
disciplinary decision-making bodies coordinated under
one or more Ministries that draw on expertise from
diverse scientific disciplines and from different
agencies, academia or research organisations. All of
the regulatory systems can constitute review
committees with the correct expertise to evaluate
specific applications. While the Philippines and South
Africa may take socio-economic considerations into
account when deciding to approve or reject a confined
field trial application, the management practices
required under permits for confined field trials are
safety-based in all seven case study countries.

Since the publication in 2005 of the CropLife
International handbook on Compliance Management of

3. Global adoption of confined field trial programs

Confined Field Trials, at least four countries have used
this format to develop their own field trial regulatory
documents (Kenya, Tanzania, Uganda, and
Bangladesh) and several public sector projects have
used the handbook to establish best practices within
their institutions. In Canada, CropLife Canada has
adapted the program to reflect the Canadian
regulations and the crop-specific requirements for
major crops in the country. The Canadian regulatory
agency officers review updates to this management
program each year and highlight areas where
compliance has been problematic in previous years.
CropLife Canada runs annual training courses for field
trial managers from the private and public sectors to
improve their awareness of regulatory requirements
and to highlight compliance infringement in previous
seasons. 

Since 2005, CropLife International has used this
document for confined field trial training courses in
China, Kenya, India, Mexico, the Philippines,
Slovakia, South Africa, Southern Africa, and Vietnam.
The document has also been used by other biosafety
trainers for regional workshops in Southeast Asia, East
Africa, and West Africa. The courses have been
directed at both regulators and technology providers.
These applications have improved consistency in field
trial management and have established international
standards designed to ensure a high level of regulatory
compliance.
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4. Transportation and storage of
experimental biotech-derived plant material

4.1. INTRODUCTION
When considering confined field trials there may be a
tendency to focus on the conduct of the trial itself
and to pay only peripheral attention to the manner in
which experimental biotech-derived plant material is
both transported and stored. This chapter provides
guidance on appropriate practices that may be of
value to organisations as they develop their own
standard operating procedures (SOPs) for the secure
transport and storage of experimental biotech-derived
plants and plant material.

4.2. TRAINING PERSONNEL
The authorised party should ensure that all personnel
who may be involved in the shipment and/or receipt of
experimental biotech-derived plant material, and those
who may have access to material storage areas, are
properly trained at regular intervals. This means that
personnel should understand their responsibilities to
ensure that: (1) this material is properly handled,
packaged, labelled and stored; (2) appropriate records
are kept; and (3) what actions should be taken and by
whom in the event of an unintended release. Copies of
relevant SOPs should be accessible to all personnel,
however such access should be considered a
supplement to, and in no way a replacement of,
hands-on training of personnel.

4.3. TRANSPORTATION OF
EXPERIMENTAL BIOTECH-
DERIVED PLANT MATERIAL

It is important that appropriate permits are obtained
before importing experimental biotech-derived plant
material into a country. These may include
phytosanitary permits and/or permits specifically for
biotech-derived plants. If the country of import is a
Party to the Cartagena Protocol on Biosafety, then the
importing and exporting organisation should be aware
of and comply with their obligations under the
Protocol.

Some, but not all, countries may also have a
requirement to notify federal and/or other regulatory
authorities (e.g., state or provincial governments) of
the intra-country movement of experimental biotech-
derived plant material. This may be through a simple
notification procedure whereby a letter of intent is
submitted to the regulatory authority, or it may be a
more elaborate procedure requiring the submission of
a detailed dossier for review by the regulators.
Irrespective of how a government addresses the
movement of experimental biotech-derived plant
material within a country, it is important that both the

shipper and the recipient of such material are
knowledgeable of and comply with all statutory or
other requirements governing its transport. These may
include provisions detailing the procedure for
obtaining consent to move experimental biotech-
derived plants and other requirements such as the
types of shipping containers that may be used, any
labelling requirements for shipments, and a reporting
regime. Some of this information may be provided by
the regulatory authority in regulations or guidelines,
while other details may only be made available to the
authorised party as conditional terms and conditions
affixed to a specific permit approval or authorisation.

Regardless of the plant species or type of plant
material being shipped, experimental biotech-derived
plants should be packaged in secure containers for
transportation and should be kept separate from any
other seed and/or plant material during transport.
Shippers must comply with any regulatory
requirements that specify the types of containers that
must be used. In cases where the required packaging
is not practical for the shipment of a specific
experimental biotech-derived plant (e.g., whole plants
in pots), the shipper may wish to contact the
regulatory authority and request a variance from the
packaging requirement. In this case, the shipper
should provide an alternative to the mandated
packaging format that would still provide an
equivalent level of security. Any container or
packaging format used for the transport and storage of
experimental biotech-derived plant material must be
capable of maintaining plant product integrity and so
preventing seed or material loss.

Shipments of experimental biotech-derived plant
material should be clearly labelled as such on the
outside packaging. Again, in those circumstances
where regulations or guidelines explicitly define what
should be on a label, the shipper must ensure that
this requirement is met. In those cases where there is
no such guidance, it is recommended that the
shipment label includes:

1. Permit Number for in-country movement (where
applicable)

2. Permit Number for Import and/or Phytosanitary
Certification (where applicable)

3. Plant species

4. Form of material (e.g. seed, budwood/shoots,
transplants, tubers, whole plants)
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5. Any seed treatment or other treatment of the
material that may raise worker exposure concerns

6. Amount of material shipped (e.g. grams of seed,
number of tubers)

7. Contact details in the event of damage and losses
from the package

It may be useful to differentiate between small and
large or bulk shipments of experimental biotech-
derived material (most commonly seed) as, from a
practical standpoint, the packaging of each is likely to
be different.

Small amounts of seed, or other types of plant
material such as tubers, budwood or whole plants,
may be shipped in a primary container such as a
thick, plasticised bag (e.g., 5 mil thickness) or a
sealed envelope or package constructed of tear and
moisture resistant material (e.g. bubble-padded 50 lb
kraft paper, thick fibre lined 60 lb kraft paper,
Tyvek™ or equivalent). The primary container should
then be placed in a sealed, leak-proof secondary
container that may be constructed of materials such
as shrink-wrap plastic, corrugated fibreboard,
corrugated cardboard, wood, or other material of
equivalent strength.

For larger seed shipments, the primary container could
be a thick poly seed bag sealed within a sealed, leak-
proof secondary container such as a 55-gallon metal
drum. Bulk shipments of experimental biotech-derived
seed should not be transported in containers that are
not secured against seed leakage, such as sloping or
open wagons or wooden boxes. Holds of ships, rail
cars, and transport truck containers should not be
considered as primary or secondary containers.

4.3.1. Disposition of Experimental
Biotech-derived Plant Material

All containers used to transport experimental biotech-
derived seed should be cleaned prior to filling and
after experimental biotech-derived plant material has
been removed from them. Alternatively, containers
may be destroyed after use by autoclaving, burning or
deposition in a landfill depending on local allowances.
Any residual plant material recovered during the
process of cleaning should be rendered non-viable.
Regulatory authorities may prescribe acceptable
means for rendering experimental plant material non-
viable and for its subsequent disposition. The shipper
and recipient of experimental biotech-derived plant
material should both be aware of how to effectively
and securely dispose of any unwanted material. In
cases where the regulator has not stipulated
acceptable methods for material destruction and
disposition, facility managers may wish to examine
methods such as dry heat, steam heat, crushing,
burning, or treatment with appropriately labelled
herbicides and/or chemicals.

4.3.2. Records and Reports
It is important to maintain adequate records of the
transport of experimental biotech-derived plant
materials as they move between research facilities,
storage facilities and field trial sites. Such records
may be examined by regulatory personnel to ensure
that there is an adequate system in place for tracking
the movement of experimental biotech-derived plants.
When developing such a system where there is a chain
of custody for all records, it is recommended that any
related SOPs include steps to ensure that tracking the
movement of experimental biotech-derived plant
material is properly defined. The shipper should notify
the recipient of the date, kind and amount of material
that will be sent before it is shipped. Upon receiving
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REGULATED PLANT MATERIAL TRANSPORT LABEL
Shipment No. Item No.

Permit No.

Identify any Seed Treatment or Other Treatment of the Material

Emergency Contact Person Telephone

Form of Material

Unique Identifier or Event Name

Plant species

–

Seed              Budwood/Shoots              Transplants              Tubers              Whole Plants

Figure 8. A sample shipment label.
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the material, the recipient should confirm that the
shipment has arrived intact and that no material has
been lost. The recipient should then inform the
shipper that the shipment was received in satisfactory
condition. An example of an SOP for transport of
experimental biotech-derived plant material is
provided in Appendix 2.

4.4. STORAGE OF EXPERIMENTAL
BIOTECH-DERIVED PLANT
MATERIALS

Most regulatory authorities require that experimental
biotech-derived plant material be maintained in
storage in such a way that there is no release into the
environment. The regulatory authority may have
prescriptive requirements for the storage facility
manager to follow, and/or the manager should have an
internal SOP to follow. The three key considerations
for appropriate storage of experimental biotech-derived
plant material are: segregation, security, and labelling.

Generally, a suitable storage area is one where the
plant material can be stored separately from other
experimental or conventional plant materials. Where
appropriate, this should be a fully enclosed space
(e.g., filing cabinet, office, closet, cold room) with
access doors that can be locked. If windows are
present they should be closed and locked as well.
Where a single storage area is used to store multiple
samples of one or more biotech-derived events, each
line, variety or event should be stored separately in a
sealed, labelled container. This could be the primary
container used for shipment.

Labelling of storage areas should conform to any
regulatory requirements. Where these do not exist, it
is recommended that storage areas be clearly labelled
as containing experimental biotech-derived plant
materials. Labels should be posted at the point of
access and it is recommended that access should be
limited to authorised personnel only. An example of a
storage area label is provided in Figure 9.

4.4.1. Disposition of Biotech-derived
Plants

Storage areas should be cleaned prior to, and
immediately following, the period of storage. Any
residual plant material recovered during cleaning
should be rendered non-viable and disposed of by
appropriate means (see 5.3.4). This also applies to
any experimental biotech-derived plant material that is
removed from storage for the purpose of disposition.

4.4.2. Records and Reports
It is useful to maintain an inventory of all
experimental biotech-derived plant material in storage,
and of sub-samples that may be removed from the
storage area when required for experimental or other
purposes. This helps to ensure that the authorised
party can track experimental materials in storage and
can proactively identify if any material has been
moved without permission. Similarly, it is important to
ensure that storage areas are properly maintained so
that unintended releases of experimental biotech-
derived plant materials do not occur. The storage area
should be inspected at regular intervals and a record
of such inspections should be maintained. 
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THIS STORAGE AREA CONTAINS EXPERIMENTAL
BIOTECH-DERIVED PLANT MATERIAL

IN CASE OF EMERGENCY OR DAMAGE TO THE STORAGE
AREA, CONTACT THE FACILITY MANAGER IMMEDIATELY

Facility Name or Code:
Building Name or ID:
Room Number or Description:

Name of Facility Manager:
Room Number:
Telephone Number:

ACCESS TO THIS STORAGE AREA IS LIMITED TO PERSONNEL
DESIGNATED BY THE FACILITY MANAGER

Figure 9. An example of an identification label for the point of entry to a storage area.
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An example of an SOP for storage of experimental
biotech-derived plant material that takes into account
these suggestions is presented in Appendix 3.

4.5. CORRECTIVE ACTION
IN THE EVENT OF AN
UNINTENDED RELEASE

In the event of an unintended release into the
environment of experimental biotech-derived plant
material during transport or storage, the incident
should be stabilised and as much of the experimental
material recovered as possible. If a third-party is
involved in transport or storage, the authorised party
should be notified immediately of the situation. The
location of an unintended release should be marked
and managed to ensure that no additional release of
material occurs. Any corrective actions taken to

address an unintended release during transport or
storage should be documented. An example of
a Record of Corrective Action is provided in Appendix
2. It is usually a regulatory requirement for the
authorised party to notify the regulatory authority
whenever there is a reasonable basis to conclude that
an unintended release has occurred. Most regulatory
authorities stipulate the time frame in which such
notifications must be made.

After a corrective action is taken to address a
compliance infraction, the authorised party should
undertake a timely review of the situation to identify
its cause(s) and then institute any changes in
management practices or additional training of
personnel to ensure that the situation is not repeated.
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5. Management of the confined trial site

5.1. INTRODUCTION
Confined field trials of experimental biotech-derived
crop plants provide public and private sector
researchers with an opportunity to evaluate both the
agronomic performance and the environmental
suitability of these modified plants. In order to prevent
the unintended release of such plants in the
environment, field trials are managed according to a
set of practices designed to confine the trial during
the growing season and post-harvest period. These
typically include methods that provide for reproductive
isolation of the experimental plants, site monitoring,
and restrictions on how the trial site may be used
following harvest. Fundamental to the safe conduct of
any confined field trial is ensuring that no plant
material from the trial can be allowed to enter the
human food or animal feed chains without prior
consultation and approval by the appropriate
regulatory authorities.

This chapter provides information about practices that
can be undertaken to contribute to the safe
management of field trials of experimental biotech-
derived plants during the growing season.

5.2. TRAINING PERSONNEL
The authorised party should ensure that all personnel
who may have access to or may work on the trial site
during the current season, harvest and the post
harvest period (see Chapter 7) are properly trained.
This means that personnel should understand their
responsibilities for ensuring that the trial remains
confined, appropriate records are kept, and what
actions should be taken and by whom in the event of
damage to the trial site or an unintended release. 
The training should be consistent with the activities
that each staff member may undertake. For example,
compliance-related training of a graduate student
responsible for in-field monitoring may be different

from that provided to a person responsible for weeding
the trial. Copies of relevant SOPs should be accessible
to all personnel, however such access should be
considered a supplement to, and in no way a
replacement for hands-on training of field staff.

5.3. PLANTING CONFINED FIELD
TRIALS 

5.3.1. Selecting the Trial Site
Numerous considerations need be taken into account
when selecting a trial site location for the purposes of
conducting field trials of biotech-derived crop plants.
First, trial managers should be aware of the
ecosystems in proximity to the trial site in order to
make a knowledgeable assessment of environmental
safety issues. Second, the ability to maintain
reproductive isolation should be examined when
selecting a trial site. For example, the location and
size dimensions of the trial site should be manageable
so as to permit continual site monitoring. Third, long-
term considerations should be addressed such as the
implications of post-harvest restrictions on land-use.
Fourth, the potential impacts on neighbouring third-
parties in the event of an unintended release should
also be considered.

5.3.2. Marking the Trial Site
Once selected, it is advisable to mark the four corners
of each trial site with semi-permanent markers (e.g.,
metal, PVC or fibreglass posts) suitable to permit
identification of the trial site during the growing
season and the period of post-harvest land use
restriction. Alternatively, distances from the four
corners of the trial site to permanent markers may be
recorded. Permanent markers include landmarks such
as telephone or power poles, fences, alleys, or roads.
If possible, global positioning system (GPS)
coordinates provide an excellent means of accurately
recording the four corners of each trial site.
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5.3.3. Mapping the Trial Site
Maps of trial sites are very useful to those tasked with
monitoring trial sites during the current season and
post-harvest periods. Additionally, regulatory
authorities may also require accurate maps to
facilitate site inspections. Ideally, it is best to prepare
maps of trial sites as soon as the trial site has been
selected. In fact, some regulatory authorities require
maps of trial sites as part of the application procedure
as the site itself is subject to approval in addition to
the material to be planted. Maps prepared in advance
of planting should be reviewed at planting to ensure
that the information on the preliminary map remains
accurate.

Maps should be drawn to scale and provide details on
the layout of the site and distances between the field
trial and surrounding features. Where regulatory
authorities have not stipulated the details to be
included on a trial map, the following items may be
considered as a guide for map preparation:

1. Trial manager’s name and contact details.

2. The reference code for a trial site or trial(s) within
a trial site, if applicable.

3. Trial permit number.

4. Legal or descriptive land location.

5. Exact trial site dimensions.

6. Total area planted with the experimental biotech-
derived plant material, including guard rows
(square metres or hectares).

7. Accurate distances to permanent markers or
surrounding landmarks such as telephone poles,
fences, alleys, or roads, and/or GPS coordinates if
available.

8. Label all fields within the isolation distance by
the common name of the crop.

9. Indicate closest fields of the same species as the
experimental biotech-derived plants up to one km
from the trial site, where reasonable.

10. Include any natural ecosystems adjacent to the
trial site (natural habitats, waterways, forests, and
woodlots, conservation areas, preserves or other
protected habitats).

11. Planting date.

12. Compass directions, with North at the top of the
page.
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Figure 10. An example of a trial site map.
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5.3.4. Cleaning Field Equipment
Equipment used to seed or plant confined field trials
should be cleaned free of plant material based on
visual inspection before entering the trial site,
including seed and vegetative material that may be
present from prior operations. Similarly, all equipment
used to seed or plant the trial or that is used in trial
maintenance should be cleaned on the trial site to
eliminate the unintended transport and release of
experimental material. Methods of cleaning may be
stipulated in regulatory guidelines or in permit
conditions and may include hand-cleaning,
compressed air and high-pressure water.

It is also important that personnel working within the
trial site ensure that the clothes and footwear they are
wearing are also cleaned free of seed, pollen or other
plant material before exiting the site.

Residual plant material recovered during the process
of cleaning field equipment at the trial site should be
rendered non-viable. Regulatory authorities may
prescribe acceptable means for rendering plant
material from the trial site non-viable and for its
subsequent disposition. The trial manager and any
staff working at the trial site should be made aware of
how to effectively and securely dispose of any
unwanted material. In cases where the regulator has
not stipulated acceptable methods for material
destruction and disposition, trial managers may wish
to examine methods such as dry heat, steam heat,
crushing, burning, or treatment with appropriately
labelled herbicides and/or chemicals. Although it may
be permissible to move material off the trial site so
that it can be destroyed elsewhere (e.g., an autoclave
in a laboratory facility) it is recommended that
material is disposed of on the trial site to limit the
possibility of an unintended release by transporting it
elsewhere.

5.4. REPRODUCTIVE ISOLATION OF
CONFINED FIELD TRIALS

5.4.1. Reproductive Biology of the
Experimental Species

In order to establish the most effective means for
achieving the reproductive isolation of a confined field
trial, it is necessary to be familiar with the biology of
the plant species and more specifically, with its
reproductive biology. Useful information can be
obtained from plant breeders, from experienced
breeder seed producers, and from crop specialists.
Most commonly, however, the regulatory authority will
stipulate what it considers to be acceptable methods
for maintaining reproductive isolation of the trial site.
These may be provided in regulations or guidelines, or
may be stipulated in the permit conditions.

In situations where the applicant requires information
about the biology of the host species, they may wish to
examine biology documents or species monographs.
Detailed consensus documents describing the biology
of 24 crop and tree species have been prepared by the
OECD33. These include documents for: Oryza sativa
(rice), Triticum aestivum (wheat), Solanum tuberosum
(potato), Brassica napus (Argentine rape), Zea mays
(maize), Beta vulgaris (sugar beet) and Glycine max
(soybean). These biology documents can be used both
as credible sources of information about the species
reviewed, and as templates for the preparation of new
monographs. It is important, however, to note that
much of the value of biology documents lies in the
country-specific information provided about the plant
species. Consensus documents like those published by
the OECD must be supplemented to reflect regional or
national conditions. National regulatory authorities
should be consulted as they may have biology
documents available for reference.
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5.5. METHODS OF REPRODUCTIVE
ISOLATION OF CONFINED FIELD
TRIALS

Each confined trial site should be confined by one
contiguous method of reproductive isolation. Some of
the more commonly used methods are described
below. The utility of any of these methods is crop-
specific and careful consideration should be given to
the method used.

5.5.1. Spatial Isolation
Field trials of experimental biotech-derived plants may
be reproductively isolated from other plants of the
same species or from sexually compatible relatives by
a minimum isolation distance. In many countries, the
isolation distance used for confined field trials is the
same as that for breeder seed production. It is
essential that the authorised party and trial manager
know what isolation distance is acceptable to the
regulatory authority for any one crop species before
planting the field trial so that adequate land can be
set aside. The isolation distance must be kept free
from any other plants of the same or related species.
The regulatory authority may stipulate the prohibited
species or it may be up to the authorised party to be
aware of what, if any, sexually compatible relatives are
known to be present in the area surrounding the field
trial. Any plants of the same or related species found
in the isolation distance should be removed before
anthesis or seed set (depending on the requirements
of the regulatory authority) and rendered non-viable
(see 5.3.4). If the experimental biotech-derived plant
is allowed to set seed in the isolation distance, a
breach of reproductive isolation will have occurred and
the isolation distance will typically be subject to post-
harvest restrictions. For this reason it is advisable that
trial managers ensure they will be able to maintain
control over the isolation distance during the post-
harvest period.

5.5.2. Temporal Isolation
Under some environmental conditions, reproductive
isolation of trial sites may be achieved by temporal
isolation. This requires staggering the planting of the
field trial so that pollen shed is completed in its
entirety before or after pollen shed by any plants of
the same species that may be cultivated within the
reproductive isolation distance. Temporal isolation
must be used cautiously and in many environments is
not recommended because of the inherent variability
in growing conditions that makes accurate prediction
of the time to anthesis impossible. In order for
temporal isolation to be effective, a regular system of

monitoring must be undertaken to ensure that
anthesis of experimental event(s) is not concurrent
with anthesis of adjacent non-trial plants of the same
species. If anthesis of the trial and non-trial plants is
concurrent, a breach of reproductive isolation will
have occurred.

Where temporal isolation has been breached and
pollen shed by the experimental biotech-derived plant
has occurred, the authorised party should be notified
immediately to evaluate if confinement can be
re-established by spatial isolation.

5.5.3. Removal of Flowers
Field trials may be reproductively isolated from plants
of the same or sexually compatible species grown
within the isolation distance by removing the flowers
from the experimental plants prior to pollen shed.
As with temporal isolation, timely removal of flowers
requires a rigorous monitoring program to be in place
to ensure that all inflorescences are removed before
anthesis. If the flowers of the experimental plant are
allowed to shed pollen before they are removed, a
breach of reproductive isolation will have occurred.

Where experimental plants are not deflowered prior to
anthesis, the authorised party should be notified
immediately to evaluate if confinement can be
re-established by spatial isolation.

5.5.4. Bagging
Field trials of crop species such as maize or cereal
crops may be reproductively isolated from related
species grown within the isolation site by placing bags
sufficient to prevent any pollen release over the
inflorescences of all the trial plants prior to anthesis.
The inflorescences must remain bagged until anther
desiccation is complete. If the inflorescences of the
trial plants are allowed to shed pollen before they are
bagged, a breach of reproductive isolation will have
occurred.

Where the inflorescences of experimental plants are
not bagged prior to anthesis, the authorised party
should be notified immediately to evaluate if
confinement can be re-established by spatial isolation.

5.5.5. Tenting
Field trials may be reproductively isolated from related
species grown within the isolation site by placing the
test plants in pollen tents where the screening
material is of a mesh size sufficient to prevent pollen
release. The tents should be placed over the trial
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plants prior to anthesis. The plants must remain
bagged until anther desiccation is complete. If the
inflorescences of the trial plants are allowed to shed
pollen before they are tented, a breach of reproductive
isolation will have occurred.

Where experimental plants are not secured in tents
prior to anthesis, the authorised party should be
notified immediately to evaluate if confinement can
be re-established by spatial isolation.

5.5.6. Border Rows
Field trials of some crop species such as cotton or
oilseed rape may be reproductively isolated from the
same or related species growing within the isolation
distance by planting an uninterrupted, perimeter
border row of the conventional plant species. The
width of the border row is species-specific and the
authorised party and trial manager should consult with
regulatory authorities to determine if border rows are
acceptable for a specific species and, if so, how wide
they should be planted. Typically the conventional
variety used to plant the border row should be: (1) a
variety that will mature concurrently with the biotech-
derived event(s); (2) planted at a density comparable
to the trial plants; and (3) managed using standard
agronomic practices. Field trial managers should
monitor emergence of border rows closely and replant
promptly if the stand is inadequate. In order for
border rows to be effective, a regular system of
frequent monitoring must be undertaken to confirm
that anthesis of both the experimental and border row
plants is concurrent.

Border rows raise specific management challenges
such as the movement of field equipment through the
rows, and remediation if flowering of the border variety
is asynchronous with the trial plants. Additionally, if
the experimental plant is expressing a herbicide
tolerance trait that is not shared by the border row
variety, great care must be taken to ensure that the
herbicide-susceptible border row is not affected when
the herbicide is applied to the trial plants.

If the border row is not maintained as above and
reproductive isolation is breached, the authorised
party should be notified immediately to evaluate if
confinement can be re-established.

5.5.7. Early Crop Destruct
Field trials can be reproductively isolated from the
same or related species growing within the isolation
distance by terminating the trial before anthesis. If
the inflorescences of the trial plants are allowed to
shed pollen before the trial is terminated, a breach of
reproductive isolation will have occurred.

Where crop destruction is not completed prior to
anthesis, the authorised party should be notified
immediately to evaluate if confinement can be
re-established by spatial isolation.

5.6. CORRECTIVE ACTION IN
THE EVENT OF AN
UNINTENDED RELEASE

In the event of an unintended release into the
environment of experimental biotech-derived plant
material during a confined field trial, the incident
should be stabilised and as much of the experimental
material recovered as possible. If a third-party is
involved in the management of the field trial, the
authorised party should be notified immediately of the
situation. The location of an unintended release
should be marked and managed to ensure that no
additional release of material occurs. Any corrective
actions taken to address an unintended release during
the field trial should be documented. An example of a
Record of Corrective Action is provided in Appendix 4.
It is usually a regulatory requirement for the
authorised party to notify the regulatory authority
whenever there is a reasonable basis to conclude that
an unintended release has occurred. Most regulatory
authorities stipulate the time frame in which such
notifications must be made.

After a corrective action is taken to address a
compliance infraction, the authorised party should
undertake a timely review of the situation to identify
its cause(s) and then institute any changes in
management practices or additional training of
personnel to ensure that the situation is not repeated.

5.7. RECORDS AND REPORTS
Trial managers must be committed to keeping core
documents for trial site planting and management
complete, up-to-date, and well organised to ensure
that records can be easily retrieved. The complete
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audit trail of documentation may be requested at any
time by internal or third party auditors, or regulatory
authorities and so should be available for review. The
content and quality of these materials may be used to
judge whether the trial has met all the regulatory
requirements, or may help to demonstrate due
diligence should a question or problem arise during
the performance of the trial, or during an audit of the
compliance management program.

A regular monitoring program should be initiated at
the time of planting and continue until harvest to
ensure that the trial remains confined during the
growing season. This will provide for early detection of
any problems pertaining to reproductive isolation, and
will allow prompt corrective action to be taken to
address potential situations of non-compliance.
Additionally, when reproductive isolation is achieved
by temporal isolation, inflorescence removal or border
rows, more frequent inspection of the trial and any
plants of the same species in adjacent fields should
be undertaken from the time the inflorescence
emerges until the termination of flowering of the trial
plants.

Monitoring the trial site also provides an opportunity
for observation and data collection as regards the
experimental biotech-derived plants. This is of
particular importance for researchers who may wish to
move a product forward for commercialisation as
monitoring for effects such as impact on non-target
organisms, pest and disease susceptibility or altered
behaviour (e.g., enhanced dormancy, excessive
morbidity) is needed to support an environmental risk
assessment.

Any compliance-related problems encountered during
the field season, whether technical or administrative
in nature, should be reviewed annually. By doing so,
trial managers can continually improve their in-house
compliance management program to incorporate new
activities based on experiences gained each year.

An example of an SOP for managing confined field
trials is provided in Appendix 4.
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6. Harvest and disposition of
materials from confined field trials

6.1. INTRODUCTION
The harvest of confined field trials of experimental
biotech-derived crop plants needs to be carefully
managed. Trials should be harvested in such a way as
to prevent the unintended release of the biotech-
derived events and their persistence at the trial site.
As with the trial itself, no plant material from the trial
can be allowed to enter the human food or animal
feed chains without prior consultation and approval by
the appropriate regulatory authorities. This chapter
provides information about practices that can be
undertaken to contribute to the proper harvest of
confined field trials.

6.2. RETAINING PLANT MATERIAL
HARVESTED FROM CONFINED
FIELD TRIALS

It is quite common for the authorised party to want to
keep plant material from the trial site. It may be that
seed is needed for future trials or that plant tissues
are required for subsequent laboratory analyses.
Irrespective of the reason, the authorised party and
any agents acting on their behalf must be aware of
regulatory requirements that may address retention of
plant material from the confined trial. Typically, the
authorised party must have permission from the
regulatory authority to keep harvested seed and/or
plant tissues and in some cases will seek this
permission in their application for field trial approval.
In some jurisdictions an inspector representing the
regulatory authority may have to be present at the
harvest of the trial and confirm the amount and
destination of any plant materials that are to be
maintained.

6.3. CLEANING OF EQUIPMENT
Equipment used to harvest confined field trials should
be cleaned free of plant material before entering the
trial site, including seed and vegetative material that
may be present from prior operations. Similarly, all
equipment used to harvest the trial should be cleaned
on the trial site to eliminate the unintended transport
and release of experimental biotech-derived plant
material. Methods of cleaning may be stipulated in
regulatory guidelines or in permit conditions and may
include hand-cleaning, compressed air and high-
pressure water.

Residual plant material recovered during the process
of cleaning field equipment at the trial site should be

rendered non-viable. Regulatory authorities may
prescribe acceptable means for rendering plant
material from the trial site non-viable and for its
subsequent disposition. The trial manager and any
staff working at the trial site should be made aware of
how to effectively and securely dispose of any
unwanted material. In cases where the regulator has
not stipulated acceptable methods for material
destruction and disposition, trial managers may wish
to examine methods such as dry heat, steam heat,
crushing, burning, deep burial or treatment with
appropriately labelled herbicides and/or chemicals.

6.4. EARLY TERMINATION OF TRIAL
SITES PRIOR TO SEED SET

In some circumstances, for example because of
unfavourable environmental conditions (e.g., hail,
drought, and hurricane) or because of compliance-
related considerations, a trial may have to be
terminated before the planned harvest date. Trials that
are to be terminated early should be destroyed before
seed set and subsequently ploughed under or treated
with appropriately labelled herbicides to render the
plant material non-viable. Post-harvest restrictions
(see Chapter 7) may apply immediately upon trial
termination. For some species, seed of the
experimental event may remain from planting and
germinate to produce volunteers in subsequent years.

6.5. DISPOSITION OF PLANT
MATERIAL FROM A TRIAL SITE

Plant material from a trial site that is not retained for
research purposes, such as unwanted grain, roots,
stalks and leaves should be rendered non-viable by a
means acceptable to the regulatory authority. In cases
where the regulator has not stipulated acceptable
methods for material destruction and disposition, trial
managers may wish to examine methods such as
burning, deep burial or treatment with appropriately
labelled herbicides and/or chemicals. This applies to
the trial plants and any border rows used for
reproductive isolation. Where material may be
removed from the trial site to a facility for subsequent
analysis, storage or immediate disposition (e.g.,
incineration, autoclaving), care should be taken to
ensure that the material is contained and transported
appropriately.
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6.6. TRANSPORT OF HARVESTED
MATERIALS FROM THE TRIAL
SITE

All plant material harvested and transported from a
trial site should be secured during transport from the
trial site to the receiving facility to prevent any
unintended release. For more information about the
appropriate transport of experimental biotech-derived
plant material, see Chapter 4.

6.7. MONITORING TRIAL SITE
HARVEST

The trial manager or his/her designate should monitor
harvest to ensure that:

1. Material that is to be retained is not inadvertently
mixed with other plant material during harvest;

2. Material to be removed from the trial site is
properly labelled before transport;

3. All other plant material is rendered non-viable and
disposed of on the trial site; and

4. Harvest equipment is cleaned free of all
experimental biotech-derived plant material before
leaving the trial site.

6.8. CORRECTIVE ACTION IN
THE EVENT OF AN
UNINTENDED RELEASE

In the event of an unintended release into the
environment of experimental biotech-derived plant
material during harvest of confined field trials, the
incident should be stabilised and as much of the
experimental material recovered as possible. If a third-
party is involved in harvest, the authorised party
should be notified immediately of the situation. The
location of an unintended release should be marked
and managed to ensure that no additional release of
material occurs. Any corrective actions taken to
address an unintended release during harvest should
be documented. An example of a Record of Corrective
Action is provided in Appendix 5. It is usually a
regulatory requirement for the authorised party to
notify the regulatory authority whenever there is a
reasonable basis to conclude that an unintended
release has occurred. Most regulatory authorities
stipulate the time frame in which such notifications
must be made.

After a corrective action is taken to address a
compliance infraction, the authorised party should
undertake a timely review of the situation to identify
its cause(s) and then institute any changes in
management practices or additional training of
personnel to ensure that the situation is not repeated.

6.9. RECORDS AND REPORTS
All activities related to harvest or early termination of
a trial site should be recorded immediately following
completion and retained by the trial manager. An
example of an SOP for the harvest of confined field
trials is provided in Appendix 5.
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7.1. INTRODUCTION
Regulatory authorities generally place restrictions on
how land planted with confined field trials can be
used in the year(s) following trial harvest. These
restrictive, post-harvest measures are designed to
ensure that any volunteers emerging after trial harvest
are eliminated from the trial site, to prevent the
establishment of the experimental biotech-derived
event and to ensure that no experimental biotech-
derived plant material is allowed to enter the human
food or animal feed chains without prior consultation
with the appropriate regulatory authorities. This
chapter provides information about practices that can
be undertaken to contribute to the safe management
of confined field trial sites after harvest.

7.2. POST-HARVEST RESTRICTIONS 
Confined field trial sites are usually subject to a
period of post-harvest land use restriction for a period
of one or more years depending on the crop species.
The post-harvest period begins immediately after
harvest or termination of the trial.

During the post-harvest period, all prohibited plants,
which include volunteers of the experimental biotech-
derived events and any sexually compatible relatives,
should be removed from the trial site before anthesis.
These plants should be rendered non-viable and
disposed of by a means acceptable to the regulatory
authority. A common method is to rogue out
prohibited plants and then burn or bury them on the
trial site. Monitoring for and disposition of prohibited
plants also applies to the isolation distance around
the trial site if reproductive isolation was breached
during the trial.

If volunteer plants from the trial (or other related
species) are permitted to complete anthesis during the
post-harvest period the regulatory authority may
require an additional term of post-harvest land use
restriction. Pollen shed by the volunteer may lead to
persistence of the experimental biotech-derived event
through production of hybrid progeny when plants of
the same or related species are present in the area
surrounding the trial site.

The trial site should not be used for subsequent
cultivation of the same or related species to the
experimental biotech-derived event as to do so will
make monitoring and removal of volunteers difficult.
This also applies to the isolation distance when it is
included in post-harvest restrictions (i.e., where a

breach of reproductive isolation occurred during the
current season). However, some regulatory authorities
may permit exceptions to this standard practice:

• The trial site may be planted with the same
experimental biotech-derived event or another
experimental biotech-derived event of the same
plant species. The trial site will be subject to the
same regulations and/or permit conditions as the
previous confined field trial (unless additional
conditions are added by the regulatory authority).
Post-harvest restrictions are then applied after
harvest of the subsequent confined field trial(s).

• The trial site may be planted with a conventional
variety of the same plant species as the
experimental biotech-derived event. The trial site
will be subject to the same regulations and/or
permit conditions as the previous confined field
trial (unless additional conditions are added by the
regulatory authority). All of the conventional plant
material harvested from the trial site during the
period of post-harvest restrictions will have to be
handled in the same way as the experimental
biotech-derived plant material because of the
potential of adventitious presence of the
experimental material (effective volunteer
monitoring would not be possible). Post-harvest
restrictions are then applied after harvest of the
subsequent confined field trial(s).

7.3. MONITORING THE POST-
HARVEST TRIAL SITE 

Monitoring of the trial site (and isolation distance
when required) during the post-harvest period should
be initiated as soon as the trial is harvested or
terminated and must continue for the mandated
period during that period of time when conditions are
favourable for volunteer germination and growth. The
trial manager or his/her designate should frequently
monitor the post-harvest trial site to ensure that no
prohibited plants are present on the trial site.

7.4. CORRECTIVE ACTION IN
THE EVENT OF AN
UNINTENDED RELEASE

In the event of an unintended release into the
environment of experimental biotech-derived plant
material during management of the trial site after
harvest, the incident should be stabilised and as
much of the experimental material recovered as
possible. If a third-party is involved in the
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management of the field site after harvest, the
authorised party should be notified immediately of the
situation. The location of an unintended release
should be marked and managed to ensure that no
additional release of material occurs. Any corrective
actions taken to address an unintended release during
the management of the trial site after harvest should
be documented. An example of a Record of Corrective
Action is provided in Appendix 6. It is usually a
regulatory requirement for the authorised party to
notify the regulatory authority whenever there is a
reasonable basis to conclude that an unintended
release has occurred. Most regulatory authorities
stipulate the time frame in which such notifications
must be made.

After a corrective action is taken to address a
compliance infraction, the authorised party should
undertake a timely review of the situation to identify
its cause(s) and then institute any changes in
management practices or additional training of
personnel to ensure that the situation is not repeated.

7.5. RECORDS AND REPORTS
All activities related to post-harvest monitoring of a
trial site should be recorded and retained by the trial
manager. An example of an SOP for the harvest of
confined field trials is provided in Appendix 6.
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Appendix 1: Glossary of Terms

Agricultural biotechnology: A range of tools, including traditional breeding techniques, which improve domesticated
plants, animals, or microbes to enhance their traits with regard to ease of efficiency of production or their end use
qualities and characteristics. Modern biotechnology today includes recombinant DNA techniques. 

Anthesis: The time of flowering or pollination. Anthesis is complete when flowering or pollination is complete.

Applicant: A permanent resident of [country] or designated agent to whom all correspondence with respect to the
application for a confined field trial including the notification of authorisation shall be addressed.

Authorisation: An approval, clearance, or other grant of authority that comes from a responsible governmental entity
and covers a particular article, product, or activity. This may include authorisation for transboundary transport of
plant material, conduct confined field trials, and release biotech-derived plants for the purpose of cultivation.

Authorised Party: The addressee on the notification of authorisation who shall accept full responsibility for
compliance with all terms and conditions of authorisation. 

Biotech-derived (also known as genetically engineered): The genetic modification of organisms by recombinant-DNA
techniques.

Biotechnology: The application of a) in vitro nucleic acid techniques, including recombinant deoxyribonucleic acid
(DNA) and direct injection of nucleic acid into cells or organelles; or b) fusion of cells beyond the taxonomic family,
that overcome natural physiological reproductive or recombination barriers and that are not techniques used in
traditional breeding and selection.

Confinement: The control of viable seed or vegetative propagating material planted in the field in a manner that
mitigates the spread of pollen or other propagative plant parts out of the confined field trial area. 

Construct: An engineered chimeric DNA fragment designed to be transferred into a cell or tissue; may be synonymous
with vector fragment or vector. Typically, the construct comprises the gene or genes of interest, a marker gene, and
appropriate control sequence as a single package.

Containment: The control of viable seed or vegetative propagating material in a manner that mitigates their release
outside of their controlled development in the laboratory, greenhouse, seed-conditioning or -storage facility.

Containment facility: Any facility designed to limit access by unauthorised personnel as well as egress of controlled
plant material.

Disposition: The act or means of devitalization and disposal of plant material.

Documentation: Recorded information such as specifications, quality manuals, quality plans, records, and procedure
documents.

Early termination: Termination of a trial before the anticipated completion date or before the onset of flowering.

Event: A genotype produced from the transformation of a plant species using a specific genetic construct. For
example, two lines of the same plant species that are transformed with the same or different constructs constitute
two events. 

Facility: Sites that are contiguous, under common control by a company or individual, and have a grouping of
equipment or individuals engaged in a common process.

Facility manager: For the purpose of the SOPs included in this manual, shall be the Authorised Party or the person
designated by the Authorised Party as responsible for the storage (before or at planting, during planting, and after
harvest) of the experimental biotech-derived plant material.
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Field trial: The planting of one or more biotech-derived plants in a single experiment.

Gene: The fundamental physical and functional unit of heredity. A gene is typically a sequence of DNA that encodes
a specific functional product (such as a protein or RNA molecule).

Germplasm: An individual, group of individuals, or a clone representing a genotype, variety, species, or culture, held
in an in situ or ex situ collection.

Host material: The untransformed plant or the genotype that was used to create the biotech-derived event.

Introgression: The common phenomenon in which genes move from one population to another, usually via pollen
carried by wind, or animal pollinators such as birds or insects. 

Line: A group of individuals derived by descent from a single individual within a species.

Permanent markers or landmark: Physical signs or markers used to identify or designate boundaries of a confined
field trial (e.g., telephone poles, fences, alleys, roads, or steel poles).

Plant material: Propagatable material (e.g., seed, transplants, tubers, rhizomes, shoots, budwood, whole plant), and
non-propagatable material (e.g., leaves, non-viable material).

Plant product integrity: Specific to this manual, plant product integrity (PPI) is the specific identity of a plant and
purity of populations of the plant that are established and maintained using appropriate measures. 

Primary container: The container into which biotech-derived plant material is placed.

Product discontinuation: Removal from the market, by the technology owner, of authorised commercial biotech-
derived products that have reached the end of their commercial life cycle.  

Product launch: The introduction of an authorised biotech-derived plant product into commerce. 

Product withdrawal: Recovery of product from the supply chain and/or commerce.

Prohibited plants: These include all volunteers of the same species as planted in the confined field trial, and sexually
compatible related plant species.

Propagatable: Any plant or plant part that can be used in the field to regenerate a whole plant.

Quality management: A component of stewardship, which comprises the processes and systems to establish and
maintain quality in each phase of the product life cycle.

Recipient: For the purpose of this SOP shall be the Authorised Party, Trial Manager or Facility Manager, who receives
regulated biotech-derived plant material.

Recombinant DNA: The DNA formed by combining segments of DNA from different sources.

Regulatory authority: The authority charged with the responsibility of regulating importation and environmental
introduction of any biotech-derived plant.

Roguing: The uprooting or destruction of unwanted plants from fields or meadows.  

Sanitised: Determined to be free of all plant material based on visual inspection.

Secondary container: The container into which a primary container is placed.

Shipper: The Authorised Party or the person identified by the Authorised Party as being responsible for ensuring the
appropriate transport of biotech-derived plant material.
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Standard Operating Procedure (SOP): An established, written method or set of methods that describes how to routinely
perform a given task. 

Stewardship: Product stewardship is the responsible management of a product from its inception through to its
ultimate end and discontinuation. In agricultural biotechnology, stewardship includes careful attention to the safety
of products, and their market impact.

Trait: A genetically determined characteristic.

Transformation: The process of incorporating DNA into an organism’s genome. There are several methods to do this
in plants. The most commonly used methods for plant transformation are Agrobacterium-mediated transformation
and biolistic transformation.  

Trial Manager: The person designated by the Authorised Party as responsible for the activities of the confined field
trial/trials.

Trial site: The area where one or more field trials of one or more experimental biotech-derived plant events may be
grown. 

Trial site location: The geographic location of a trial site as identified by an address, legal and location, or GPS
coordinates.

Unintended release: Any unauthorised release of experimental biotech-derived plant material into the environment,
including into the human food and/or livestock feed chains.

Variety: Subdivision of a species for taxonomic classification. Used interchangeably with the term cultivar to denote
a uniform, stable group of individuals that is genetically and possibly morphologically distinct from other groups of
individuals in the species.  

Vector: A small self-replicating DNA molecule (plasmid, virus, bacteriophage, or artificial DNA molecule) that can be
used to deliver DNA into a cell.

Volunteers: Plants of the same species as the experimental biotech-derived plant that may germinate and grow in the
trial site and/or isolation distance. 
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STANDARD OPERATING PROCEDURE (SOP) FOR THE TRANSPORT OF EXPERIMENTAL BIOTECH-DERIVED
PLANT MATERIAL WITHIN [COUNTRY]

Note: This Standard Operating Procedure (SOP) is intended solely as an example that may be used as an
educational resource by organisations that are developing or revising their own quality management programs for
confined field trials of experimental biotech-derived plants. This example should not be used as a substitute for the
user’s own understanding and compliance with regulations governing the conduct of such trials.

A. DESCRIPTION OF THE ACTIVITY
A.1. To ensure compliance with requirements for transport of experimental biotech-derived plant materials

in [country].

B. SCOPE
B.1. This SOP applies to experimental biotech-derived plant material imported into [country] and

experimental biotech-derived plant material transported: to, from or between contained facilities; to,
from or between confined field trial sites and contained facilities; and experimental biotech-derived
plant material destined for export.

C. SOP AUTHORISATION
Name of Authorised Party:
Title:
Signature:
Date:
Implementation Date:
In Effect Until:

D. TERMINOLOGY
Possible terms that could be relevant in this SOP. For specific definition, see Appendix 1.
D.1. Applicant
D.2. Authorised Party 
D.3. Biotech-derived
D.4. Biotech-derived event 
D.5. Biotech-derived plant material 
D.5. Event
D.7. Facility manager
D.8. Plant material 
D.9. Primary container 
D.10. Propagatable 
D.11. Recipient 
D.12. Regulatory authority 
D.13. Sanitised 
D.14. Secondary container 
D.15. Shipper 
D.16. Trial Manager 
D.17. Unintended release

E. GENERAL REQUIREMENTS FOR THE TRANSPORT OF ALL BIOTECH-DERIVED PLANT MATERIAL
E.1. The Authorised Party and all other agents acting on behalf of the Authorised Party shall comply with

this SOP.
E.2. All biotech-derived plant material shall be stored in secure containers for transportation. 
E.3. All biotech-derived plant material shall be kept separate (secured in a primary container) from other

plant material during transport.
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E.4. All biotech-derived plant material shall be clearly labelled.
E.5. The Authorised Party shall ensure that appropriate containers are supplied to all agents working on

their behalf for the purpose of transporting the biotech-derived plant material.

F. SPECIFIC REQUIREMENTS FOR THE TRANSPORT OF BIOTECH-DERIVED PLANT MATERIAL
F.1. The requirements in this section apply to biotech-derived plant material, imported into [country] and

biotech-derived plant material transported: to, from or between contained facilities; to, from or between
confined field trial sites and contained facilities; and biotech-derived plant material destined for export
from [country].

F.2. The requirements of this section also apply to non-biotech-derived plant or approved biotech-derived
plant material that will accompany biotech-derived plant material when transported within the same
secondary container.

F.3. Biotech-derived plant material shall be secured within a primary container as described in F.5.
F.4. Each sealed, primary container shall contain only biotech-derived plant material of a single type (e.g.,

seed, tubers, leaf material, budwood/shoots) derived from one line of a single event. 
F.5. The primary container shall be a bag of no less than 5 mil thickness or a sealed envelope or package

constructed of tear and moisture resistant material (e.g. seed envelopes, polythene bags, sealed box). 
F.6. The primary container shall be placed within a sealed, leak-proof secondary container. Multiple

primary containers of biotech-derived plant material of multiple events may be placed within a single
secondary container.

F.7. The secondary container shall be resistant to breakage and water damage and shall be constructed of
materials such as corrugated fibreboard, corrugated cardboard, wood, or other material of equivalent
resilience.

F.8. Primary and secondary containers used to transport biotech-derived plant material shall be sanitised
prior to filling and after the plant material has been removed, if intended to be re-used. Alternatively,
containers may be destroyed by autoclaving or burning.

F.9. Any residual biotech-derived plant material recovered during the process of sanitisation shall be
destroyed by dry heat, steam heat, incineration, crushing, or treatment with appropriately labelled
herbicides and/or chemicals and disposed of at an approved land fill site.

F.10. Primary and secondary containers shall be labelled in accordance with the requirements of Section G.
F.11. The shipper shall notify the recipient of an impending shipment prior to shipment as outlined in I.2.3

G. LABELLING OF CONTAINERS FOR THE TRANSPORT OF BIOTECH-DERIVED PLANT MATERIAL
G.1. Primary containers shall be labelled with a user identification number (e.g., event name or number or

other unique identifier), the type of biotech-derived plant material contained within, and the Shipment
Number found on the Record of Transport.

G.2. The original Record of Transport shall be placed within the secondary container.
G.3. All secondary containers used to transport biotech-derived plant material shall be labelled with a

Transport Label securely affixed to the outside. The Transport Label shall identify the shipper and
receiver, emergency contact details, and that the container contains biotech-derived plant material.

H. TRANSPORT OF LIVING MODIFIED ORGANISMS (LMOS) TO PARTIES TO THE CARTAGENA PROTOCOL
ON BIOSAFETY
H.1. It is the Authorised Party’s responsibility to be cognisant of and ensure that all obligations under the

Cartagena Protocol on Biosafety34 that may be triggered by the import of LMOs35 for use in confined
field trials will be met before the material is shipped. This includes ensuring the appropriate
application of the Advance Informed Agreement procedure (Articles 7-10, 12, 13).

H.2. Shipments of LMOs that will be exported for planting in confined field trials in the Party of import
must be accompanied by documentation that clearly identifies them as living modified organisms;
specifies the identity and relevant traits and/or characteristics, any requirements for the safe handling,
storage, transport and use, the contact point for further information and, as appropriate, the name and
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34 http://www.biodiv.org/biosafety/protocol.asp
35 “Living modified organism” means any living organism that possesses a novel combination of genetic material
obtained through the use of modern biotechnology (Article 3.g.). “Modern biotechnology” means the application
of: a. In vitro nucleic acid techniques, including recombinant deoxyribonucleic acid (DNA) and direct injection of
nucleic acid into cells or organelles, or b. Fusion of cells beyond the taxonomic family, that overcome natural
physiological reproductive or recombination barriers and that are not techniques used in traditional breeding and
selection (Article 3.i.)
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address of the importer and exporter; and contains a declaration that the movement is in conformity
with the requirements of this Protocol applicable to the exporter (Article 18.2.c).

I. ACCOMPANYING DOCUMENTATION FOR THE TRANSPORT OF BIOTECH-DERIVED PLANT MATERIAL
I.1. Where primary containers of biotech-derived plant material of multiple events may be included within a

single secondary container, a Transport Inventory List shall be affixed to the Record of Transport. 
I.2. The following documents shall be signed, dated and secured to/within the secondary container by the

Shipper:
I.2.1. The original Record of Transport, with attached Transport Inventory List where applicable, shall be

placed in the secondary container.
I.2.2. The Transport Label shall be affixed to the outside of the secondary container.
I.2.3. The original Record of Transport, with attached Transport Inventory List where applicable, shall be

faxed to the Receiver before being placed within the secondary container.
I.3. Copies of all accompanying documents (including Plant Import Permit, Phytosanitary Certificate where

applicable) shall be retained by the Shipper.

J. RECEIPT OF TRANSPORTED GOODS
J.1. When a shipment of biotech-derived plant material is received, the following actions shall be

immediately undertaken by the Recipient:
J.1.1. Verification that the Record of Transport listed in paragraph I.2.1 accompanied the shipment and was

duly signed by the Shipper.
J.1.2. If the original Record of Transport, and Transport Inventory List where applicable, listed in paragraph

I.2.1 are absent from the shipment, the Recipient shall contact the Shipper and request copies be
transmitted immediately. 

J.1.3. Until such time as the original Record of Transport documents are received and the inventory
confirmed, materials shall be placed into secure storage and no further action shall be taken with the
materials.

J.2. The Recipient shall complete the Receipt of Shipment section of the original Record of Transport,
including the confirmation that the containers used for transport were not breached.

J.3. If the secondary container was breached the Recipient shall ensure that the primary container was not
breached and that none of the seed and/or plant material has been lost by confirming the weight of the
shipment and/or number of plants or plant parts. 

J.4. If it cannot be confirmed that an unintended release of plant material has not occurred, follow the
corrective action requirements in Section K.

J.5. A copy of the completed Record of Transport shall be faxed to, and retained by, the Shipper.

K. CORRECTIVE ACTION IN THE EVENT OF AN UNINTENDED RELEASE
K.1. If it cannot be assured that an unintended release of plant material is suspected during transport, the

Recipient shall treat this as a case of unintended release and immediately notify the Authorised Party
who will initiate appropriate reporting and corrective actions.

K.2. In the event of a confirmed unintended release of biotech-derived plant material all attempts shall be
made to recover as much of the biotech-derived plant material as possible. This material shall be
destroyed.

K.3. The location of an unintended release shall be marked and monitored to ensure that all the biotech-
derived plant material arising from the unintended release (e.g., volunteer plants) is destroyed. The
period of monitoring will be determined in consultation with the Authorised Party.

K.4. In the event of a confirmed unintended release during transport the Recipient shall immediately notify
the Authorised Party by telephone. The Authorised Party shall notify the Regulatory Authority
immediately by telephone and in writing within 24 hours of any unintended release.

K.5. The unintended release of biotech-derived plant material during transport shall be immediately
documented by the Recipient in a Record of Corrective Action. The original Record of Corrective Action
shall be retained by the Recipient and copies shall be submitted by facsimile to the Authorised Party
who shall ensure that the same records are faxed to the Regulatory Authority.
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L. RECORD KEEPING
L.1. Copies of the Record of Transport, including the Transport Inventory List if appropriate, as completed

by the Recipient shall be forwarded to the Shipper and the Authorised Party. The original copy shall be
retained by the Recipient.

L.2. All records associated with the transport of biotech-derived plant material shall be available for
inspection by the Regulatory Authority upon request.

M. RELATED SOPS 
M.1. The following SOPs shall also be consulted:

[List any related SOPs]

N. REVIEW AND DISTRIBUTION
N.1. This SOP shall be reviewed by the Authorised Party no less than annually.
N.2. Revised SOPs will be distributed to all agents acting on behalf of the Authorised Party, who shall then

destroy their older copy.
N.3. Archival copies of this SOP shall be maintained by the Authorised Party for no less than [X] years.

O. ASSURANCE
O.1. I have read this document and approve of its contents. I certify that this document will be made

available to all personnel to which it applies.

O.2. Name of Authorised Party (please print):

Signature of Authorised Party:

Date: 
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STANDARD OPERATING PROCEDURE (SOP) FOR THE STORAGE OF EXPERIMENTAL BIOTECH-DERIVED PLANT
MATERIAL WITHIN [COUNTRY]

Note: This Standard Operating Procedure (SOP) is intended solely as an example that may be used as an
educational resource by organisations that are developing or revising their own quality management programs for
confined field trials of experimental biotech-derived plants. This example should not be used as a substitute for the
user’s own understanding and compliance with regulations governing the conduct of such trials.

A. DESCRIPTION OF THE ACTIVITY
A.1. The appropriate storage of experimental biotech-derived plant material in [country].

B. SCOPE
B.1. This SOP applies to experimental biotech-derived plant material stored at containment facilities and

stored at the trial site.

C. SOP AUTHORISATION
Name of Authorised Party:
Title:
Signature:
Date:
Implementation Date:
In Effect Until:

D. TERMINOLOGY
Possible terms that could be relevant in this SOP. For specific definition, see Appendix 1.
D.1. Authorised Party
D.2. Biotech-derived 
D.3. Biotech-derived event 
D.4. Biotech-derived plant material 
D.5. Facility Manager
D.6. Plant material
D.7. Propagatable
D.8. Regulatory authority
D.9. Sanitised
D.10. Unintended release

E. GENERAL REQUIREMENTS
E.1. The Authorised Party and all other agents acting on behalf of the Authorised Party shall comply with

this SOP.

F. REQUIREMENTS FOR STORAGE OF BIOTECH-DERIVED PLANT MATERIAL
F.1. The requirements in this section shall be applied to the storage of all biotech-derived plant material.
F.2. The Facility Manager shall ensure the suitability of all storage facilities prior to accepting shipments of

biotech-derived plant material.
F.3. A storage area shall be a fully enclosed space (e.g., filing cabinet, office, closet). Access doors shall be

lockable. Windows shall be closed and locked.
F.4. A storage area for biotech-derived plant material shall be used exclusively for such articles.
F.5. Where a storage area may be used to store multiple samples of one or more biotech-derived events,

each sample shall be stored separately in a sealed container such as the primary container used for
shipment.

F.6. All storage areas shall be clearly labelled as containing biotech-derived plant material in accordance
with the requirements of Section G.
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F.7. Access to storage areas shall be limited to personnel authorised by the Authorised Party or Facility
Manager.

F.8. Areas or units shall be designated for storage of biotech-derived plant.
F.9. Storage areas for biotech-derived plant material shall be sanitised prior to, and immediately following,

the period of storage.
F.10. The addition of biotech-derived plant material to, or removal of biotech-derived plant material from, the

storage area shall be recorded on the Record of Storage Inspection and Inventory.
F.11. Any biotech-derived plant sample withdrawn from storage for the purpose of disposition shall be

destroyed by dry heat, steam heat, crushing, burning, or treatment with appropriately labelled
herbicides and/or chemicals.

G. LABELLING OF THE STORAGE AREA
G.1. The storage area shall be labelled as containing biotech-derived plant material

(see Annex 1 for a sample label).
G.2. The Storage Area Label shall be affixed to the point of access to the storage area.

H. INSPECTION OF THE STORAGE AREA
H.1. Inspection of the storage areas shall be completed monthly by the Facility Manager to ensure that

storage conditions are maintained in accordance with this SOP. Each inspection shall be recorded on
the Record of Storage Inspection and Inventory.

H.2. The Record of Storage Inspection and Inventory shall be retained by the Facility Manager.

I. CORRECTIVE ACTION IN THE EVENT OF AN UNINTENDED RELEASE
I.1. If an unintended release of plant material is suspected during storage, the Facility Manager shall treat

this as a case of unintended release and immediately notify the Authorised Party who will initiate
appropriate reporting and corrective actions. 

I.2. In the event of a confirmed unintended release of biotech-derived plant material all attempts shall be
made to recover as much of the biotech-derived plant material as possible. This material shall be
destroyed.

I.3. The location of an unintended release shall be marked and monitored to ensure that all the biotech-
derived plant material arising from the unintended release (e.g., volunteer plants) is destroyed. The
period of monitoring will be determined in consultation with the Authorised Party.

I.4. In the event of a confirmed unintended release during storage the Facility Manager shall immediately
notify the Authorised Party by telephone. The Authorised Party shall notify the Regulatory Authority
immediately by telephone and in writing within 24 hours of any unintended release.

I.5. The unintended release of biotech-derived plant material during storage shall be immediately
documented by the Facility Manager in a Record of Corrective Action. The original Record of Corrective
Action shall be retained by the Facility Manager and copies shall be submitted by facsimile to the
Authorised Party.

J. RECORD KEEPING
J.1. The Facility Manager shall retain the Record of Storage Inspection and Inventory.
J.2. All records associated with the storage of biotech-derived plant material shall be available for

inspection by the Regulatory Authority upon request.

K. RELATED SOPS
K.1. The following SOPs shall also be consulted:

[List any related SOPs]

L. REVIEW AND DISTRIBUTION
L.1. This SOP shall be reviewed by the Authorised Party no less than annually.
L.2. Revised SOPs will be distributed to all agents acting on behalf of the Authorised Party, who shall then

destroy their older copy. 
L.3. Archival copies of this SOP shall be maintained by the Authorised Party for no less than [X] years.
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M. ASSURANCE
M.1. I have read this document and approve of its contents. I certify that this document will be made

available to all personnel to which it applies.

Name of Authorised Party (please print):

Signature of Authorised Party:

Date:

ANNEX 1: EXAMPLE OF A STORAGE AREA LABEL

47

THIS STORAGE AREA CONTAINS EXPERIMENTAL
BIOTECH-DERIVED PLANT MATERIAL

IN CASE OF EMERGENCY OR DAMAGE TO THE STORAGE
AREA, CONTACT THE FACILITY MANAGER IMMEDIATELY

Facility Name or Code:
Building Name or ID:
Room Number or Description:

Name of Facility Manager:
Room Number:
Telephone Number:

ACCESS TO THIS STORAGE AREA IS LIMITED TO PERSONNEL
DESIGNATED BY THE FACILITY MANAGER
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STANDARD OPERATING PROCEDURE (SOP) FOR MANAGING FIELD TRIALS OF EXPERIMENTAL BIOTECH-
DERIVED PLANT MATERIAL WITHIN [COUNTRY]

Note: This Standard Operating Procedure (SOP) is intended solely as an example that may be used as an
educational resource by organisations that are developing or revising their own quality management programs for
confined field trials of experimental biotech-derived plants. This example should not be used as a substitute for the
user’s own understanding and compliance with regulations governing the conduct of such trials.

A. DESCRIPTION OF THE ACTIVITY
A.1. To ensure compliance with requirements for the conduct of confined field trials of experimental

biotech-derived plant materials in [country].

B. SCOPE
B.1. This SOP will cover all confined field trials of experimental biotech-derived plant material cultivated

in [country].

C. SOP AUTHORISATION
Name of Authorised Party:
Title:
Signature:
Date:
Implementation Date:
In Effect Until:

D. TERMINOLOGY
Possible terms that could be relevant in this SOP. For specific definition, see Appendix 1.
D.1. Anthesis 
D.2. Authorised Party 
D.3. Biotech-derived 
D.4. Biotech-derived plant material
D.5. Field trial 
D.6. Permanent markers or landmark 
D.7. Prohibited plants 
D.8. Regulatory authority 
D.9. Trial Manager 
D.10. Trial site  
D.11. Trial site location 
D.12. Unintended release
D.13. Volunteers

E. GENERAL REQUIREMENTS
E.1. The Authorised Party and all other agents acting on behalf of the Authorised Party shall comply with

this SOP.

F. REQUIREMENTS FOR PLANTING FIELD TRIALS
F.1. All equipment used to seed, plant or maintain the field trial site shall be free of plant material before

entering the trial site, including seed and vegetative material that may be present from prior
operations.

F.2. All equipment used to seed or plant confined field trials or equipment that is used in the maintenance
of the trial site shall be cleaned on the trial site to eliminate unintended transport of experimental
biotech-derived plant material from the trial site. Acceptable methods of cleaning include hand-
cleaning, compressed air, vacuuming of remaining seed, and high-pressure water. Any plant material
recovered shall be rendered non-viable a means acceptable to the regulatory authority and disposed of
on site.
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F.3. A map of the trial site shall be prepared by the Trial Manager and appended to the Record of Planting.
Instructions for the preparation of maps are provided in Annex 1.

F.4. A Record of Planting shall be completed for each field trial site. A copy of the Record of Planting, with
the appended map, shall be submitted to the Authorised Party within five (5) working days following
the completion of planting. The original Record of Planting shall be retained by the Trial Manager.

G. PERFORMANCE REQUIREMENTS FOR FIELD TRIALS OF BIOTECH-DERIVED CROP PLANTS
G.1. All four corners of each trial site, including border rows where applicable, shall be clearly marked with

permanent markers (e.g., fence post, PVC piping) suitable to permit identification of the trial site
during both the growing season and the mandated period of post-harvest land use restriction.

G.2. All field trial sites shall be reproductively isolated from any sexually compatible species, sub-species or
varieties that are not part of the trial by the methods described in paragraphs G.4 to G.6.

G.3. A single field trial site shall be reproductively isolated in its entirety by no less than one continuous
method of reproductive isolation.

G.4. Spatial isolation of field trial sites.
G.4.1. Trial sites of experimental biotech-derived plants shall be spatially isolated from other plants

of the same or related species by the minimum isolation distance mandated by regulatory
authorities. The spatial isolation distance shall be continuous and completely enclose the
confined trial.

G.4.2. The Trial Manager shall ensure that the trial site and surrounding isolation distance shall be
kept free of all prohibited plants, including volunteers, by implementing a program of regular
monitoring and roguing (see paragraph H).

G.4.3. Any prohibited plants in the isolation distance shall be removed before anthesis.
G.4.4. If any prohibited plants within the isolation distance are permitted to complete anthesis, a

breach of reproductive isolation will have occurred.
G.4.5. Any prohibited plants removed from the isolation distance shall be rendered non-viable by a

means acceptable to the regulatory authority and disposed of on the trial site.
G.5. Isolation of field trial sites by inflorescence removal.

G.5.1. Trial sites of experimental biotech-derived plants shall be reproductively isolated from other
plants of the same or sexually compatible species by the removal of all inflorescences from
the trial plants prior to anthesis.

G.5.2. The Trial Manager shall ensure that all inflorescences of the trial plants are removed prior to
anthesis by implementing a program of regular monitoring (see paragraph H).

G.5.3. The removed inflorescences shall be rendered non-viable by a means acceptable to the
regulatory authority and disposed of on the trial site.

G.5.4. Where the inflorescences of trial plants are not removed prior to anthesis, reproductive
isolation may be re-established by spatial isolation if the conditions for spatial isolation can
be met (see paragraph G.4).

G.5.5. Where the inflorescences of trial plants are not removed prior to anthesis, and reproductive
isolation of the trial cannot be re-established by spatial isolation, the trial shall be
terminated.

G.6. Isolation of field trial sites with border rows.
G.6.1. Field trials of experimental, biotech-derived plants shall be reproductively isolated from

sexually compatible species by planting an uninterrupted perimeter border row of non-
biotech-derived plants of the same or similar variety and at a planting density comparable to
the experimental plants. The border row shall be continuous and completely enclose the
confined trial site.

G.6.2. The non-biotech-derived border row shall be planted with a variety that will mature
concurrently with the experimental plants and will be managed using standard agronomic
practices.

G.6.3. The Trial Manager shall ensure that anthesis of trial plants is concurrent with anthesis of the
plants in the border row by implementing a program of regular monitoring (see section H).

G.6.4. If any trial plants begin flowering prior to the plants in the border row or continue flowering
after the border row plants have finished flowering, a breach of reproductive isolation will
have occurred. Reproductive isolation shall be re-established by spatial isolation, provided
the conditions for spatial isolation can be met (see paragraph G.4).

G.6.5. If the physical integrity of the border row is compromised and cannot be re-established, a
breach of reproductive isolation will have occurred and shall be re-established by spatial
isolation, provided the conditions for spatial isolation can be met (see paragraph G.4).
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G.6.6. Where reproductive isolation of the biotech-derived plant cannot be re-established by spatial
isolation, the trial shall be terminated.

G.7. Isolation of field trial sites through early crop destruction.
G.7.1. When early crop destruction is used as a method of reproductive isolation, field trials of

experimental biotech-derived plants shall be terminated or destroyed prior to inflorescence
emergence.

G.7.2. The Trial Manager shall monitor the growth stages of the trial plants for inflorescence
emergence by implementing a programme of regular inspection (see section H).

G.7.3. The trial plants or any residual plant material at the trial site shall be rendered non-viable by
a means acceptable to the regulatory authority and disposed of on the trial site.

H. MONITORING OF THE FIELD TRIAL BY THE TRIAL MANAGER
H.1. The Trial Manager, or a person so designated for this purpose by the Trial Manager, shall inspect the

trial site no less than once EVERY FOUR WEEKS from the time of planting until the time of harvest.
H.2. The Record of Spatial Isolation shall be used to document all inspection activities needed to ensure

spatial reproductive isolation of the trial site.  
H.3. The Record of Inflorescence Removal shall be used to document all inspection activities needed to

ensure that all inflorescences of plants in trial are removed prior to anthesis.
H.4. When reproductive isolation is achieved by inflorescence removal, DAILY INSPECTION of the trial site

shall be undertaken from the time the inflorescence emerges to ensure that inflorescences are removed
prior to anthesis.

H.5. When reproductive isolation is achieved by early crop destruction, inspection of the trial shall be
undertaken ONCE EVERY WEEK prior to inflorescence emergence to ensure that trial termination is
completed before inflorescences emerge.

H.6. The Record of Early Crop Destruct shall be used to document all inspection activities needed to ensure
termination prior to the inflorescence emergence.

H.7. The growth stage of any prohibited plants shall be recorded at the time of inspection.

I. OCCURRENCE OF NON-COMPLIANCE
I.1. The Trial Manager shall notify the Authorised Party immediately and in writing within 24 hours of any

situation where reproductive isolation of the trial site has been breached.
I.2. The Authorised Party shall determine the subsequent course of action.

J. CORRECTIVE ACTION IN THE EVENT OF AN UNINTENDED RELEASE
J.1. If unintended release of experimental biotech-derived plant material is suspected to have occurred

from the trial site, the Trial Manager shall treat this as a case of unintended release and immediately
notify the Authorised Party who will initiate appropriate reporting and corrective actions. 

J.2. In the event of a confirmed unintended release of experimental material, all attempts shall be made to
recover as much of the material as possible. This material shall be destroyed.

J.3. The location of an unintended release shall be marked and monitored to ensure that all the
experimental material arising from the unintended release (e.g., volunteer plants) is destroyed. The
period of monitoring will be determined in consultation with the Authorised Party.

J.4. In the event of a confirmed unintended release during the field trial the Trial Manager shall
immediately notify the Authorised Party by telephone. The Authorised Party shall notify the Regulatory
Authority immediately by telephone and in writing within 24 hours of any unintended release.

J.5. The unintended release of experimental material during the field trial shall be immediately documented
by the Trial Manager in a Record of Corrective Action. The original Record of Corrective Action shall be
retained by the Trial Manager and copies shall be submitted by facsimile to the Authorised Party.

K. RECORD KEEPING
K.1. The Record of Planting and map for each trial site shall be retained by the Trial Manager in the

Compliance Document Binder.
K.2. The Record of Spatial Isolation for each trial site shall be retained by the Trial Manager.
K.3. The Record of Inflorescence Removal for each trial site shall be retained by the Trial Manager.
K.4. The Record of Early Crop Destruct for each trial site shall be retained by the Trial Manager.
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L. RELATED SOPS
L.1. The following SOPs shall also be consulted:

[List any related SOPs]

M. REVIEW AND DISTRIBUTION
M.1. This SOP shall be reviewed by the Authorised Party no less than annually.
M.2. Revised SOPs will be distributed to all agents acting on behalf of the Authorised Party, who shall then

destroy their older copy.
M.3. Archival copies of this SOP shall be maintained by the Authorised Party for no less than [X] years.

N. ASSURANCE
N.1. I have read this document and approve of its contents. I certify that this document will be made

available to all personnel to which it applies.

Name of Authorised Party (please print):

Signature of Authorised Party:

Date: 

ANNEX 1: INSTRUCTIONS FOR PREPARATION OF FIELD TRIAL MAPS
1. A map of the trial site shall be prepared by the Trial Manager and appended to the Record of Planting.
2. Maps must provide sufficient detail to allow government inspectors to locate each field trial during the current

and post-harvest seasons.
3. Maps must be drawn to scale and provide details on the layout of the site and distances between the field trial

and surrounding features.
4. The dimensions of trial site and distances to permanent markers must be accurately reported.
5. The following items shall be included on each map of a field trial site: 

a. Trial Manager’s name and contact details.
b. A reference code for a trial site or trial(s) within a trial site, if applicable.
c. Permit number from the regulatory authority.
d. Legal or descriptive land location.
e. GPS coordinates, if applicable. The use of GPS locator numbers for each corner of the trial site is

required to provide the most accurate information to enable verification of the trial location. All GPS
coordinates must be obtained using units with accuracy of at least plus or minus 5 meters. The model of
the unit and datum used shall also be recorded.

f. Exact trial site dimensions.
g. Total area planted with the biotech-derived plant material, including guard rows (hectares or square

meters).
h. Distances to permanent markers or surrounding landmarks such as telephone poles, fences, alleys, roads

or steel poles that can be located by a metal detector.
i. Label all fields within the isolation distance by the common name of the crop.
j. Indicate closest fields of same species as the biotech-derived plant material that may fall within or

border the isolation distance.
k. Include any natural ecosystems adjacent to the trial site (natural habitats, waterways, forests, and

woodlots, hedgerows), where reasonable.
l. Planting date.
m. Compass directions, with North at the top of the page.
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STANDARD OPERATING PROCEDURE (SOP) FOR THE HARVEST/TERMINATION AND DISPOSITION OF FIELD
TRIALS OF EXPERIMENTAL BIOTECH-DERIVED PLANT MATERIAL WITHIN [COUNTRY]

Note: This Standard Operating Procedure (SOP) is intended solely as an example that may be used as an
educational resource by organisations that are developing or revising their own quality management programs for
confined field trials of experimental biotech-derived plants. This example should not be used as a substitute for the
user’s own understanding and compliance with regulations governing the conduct of such trials.

A. DESCRIPTION OF THE ACTIVITY
A.1. The appropriate termination/harvest and disposition of field trials of biotech-derived plants in [country].

B. SCOPE
B.1. This SOP will cover the harvest or termination of all confined field trials of experimental biotech-

derived plant material cultivated in [country].

C. SOP AUTHORISATION
Name of Authorised Party:
Title:
Signature:
Date:
Implementation Date:
In Effect Until:

D. TERMINOLOGY
Possible terms that could be relevant in this SOP. For specific definition, see Appendix 1.
D.1. Authorised Party 
D.2. Biotech-derived
D.3. Biotech-derived plant material
D.4. Early termination 
D.5. Field trial
D.6. Regulatory authority 
D.7. Trial Manager
D.8. Trial site 
D.9. Trial site location
D.10. Unintended release

E. GENERAL REQUIREMENTS
E.1. The Authorised Party and all other agents acting on behalf of the Authorised Party shall comply with

this SOP.

F. REQUIREMENTS FOR HARVEST OF TRIAL SITES
F.1. The requirements in this section apply to the harvest of all confined trial sites, including trial sites that

may be prematurely terminated prior to the anticipated harvest date.
F.2. No plant material from the trial site, including material from border rows, shall enter the human food

or animal feed chains.
F.3. All equipment used to harvest the trial site shall be free of plant material before entering the trial site,

including seed and vegetative material that may be present from prior operations.
F.4. All equipment used to harvest a trial site shall be cleaned on the trial site to eliminate unintended

transport of plant material from the site. Acceptable methods of cleaning include hand-cleaning,
compressed air, vacuuming of remaining seed, and high-pressure water.

F.5. Any residual plant material recovered during the process of cleaning field equipment shall be destroyed
by dry heat, steam heat, incineration, crushing, deep burial, or treatment with appropriately labelled
herbicides and/or chemicals and disposed of on the trial site in a burial pit.

F.6. All activities related to harvest of a trial site shall be recorded in the Record of Harvest/Termination.
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G. EARLY TERMINATION OF TRIAL SITES
G.1. Trial sites that are terminated before trial completion (before seed set or before formation of ear, tuber

or any reproductive material) shall be destroyed appropriately as described in section H.
G.2. Post-harvest restrictions shall apply to trial sites that are terminated early where propagative material

may remain from planting and volunteer in subsequent years.
G.3. All activities related to early termination of a trial site shall be recorded in the Record of Harvest/

Termination and Disposition.

H. DESTRUCTION OF BIOTECH-DERIVED PLANT MATERIAL
H.1. Plant material from a trial site that is not retained for research purposes, including border rows, shall

be destroyed by dry heat, steam heat, incineration, crushing, deep burial, or treatment with
appropriately labelled herbicides and/or chemicals and disposed of in a burial pit on the trial site.

H.2. The Trial Manager shall monitor harvesting at trial sites to ensure that all experimental biotech-derived
plant material that is not retained is disposed of as described in H.1.

I. TRANSPORT OF HARVESTED MATERIALS FROM THE TRIAL SITE
I.1. All plant material harvested from a trial site and retained shall be secured during transport from the

trial site to the receiving facility to prevent any unintended release.

J. CORRECTIVE ACTION IN THE EVENT OF AN UNINTENDED RELEASE
J.1. If an unintended release of experimental biotech-derived plant material is suspected to have occurred

from the trial site, the Trial Manager shall treat this as a case of unintended release and immediately
notify the Authorised Party who will initiate appropriate reporting and corrective actions. 

J.2. In the event of a confirmed unintended release of experimental material, all attempts shall be made to
recover as much of the material as possible. This material shall be destroyed.

J.3. The location of an unintended release shall be marked and monitored to ensure that all the
experimental material arising from the unintended release (e.g., volunteer plants) is destroyed. The
period of monitoring will be determined in consultation with the Authorised Party.

J.4. In the event of a confirmed unintended release during harvest the Trial Manager shall immediately
notify the Authorised Party by telephone. The Authorised Party shall notify the Regulatory Authority
immediately by telephone and in writing within 24 hours of any unintended release.

J.5. The unintended release of experimental material during harvest shall be immediately documented by
the Trial Manager in a Record of Corrective Action. The original Record of Corrective Action shall be
retained by the Trial Manager and copies shall be submitted by facsimile to the Authorised Party.

K. RECORD KEEPING
K.1. The Record of Harvest/Termination and Disposition shall be completed by the Trial Manager

immediately following harvest or early termination of a trial site. One copy shall be retained by the Trial
Manager and one copy shall be submitted to, and retained by, the Authorised Party.

L. RELATED SOPS 
L.1. The following SOPs shall also be consulted:

[List any related SOPs]

M. REVIEW AND DISTRIBUTION
M.1. This SOP shall be reviewed by the Authorised Party no less than annually.
M.2. Revised SOPs will be distributed to all agents acting on behalf of the Authorised Party, who shall then

destroy their older copy.
M.3. Archival copies of this SOP shall be maintained by the Authorised Party for no less than [X] years.

N. ASSURANCE
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N.1. I have read this document and approve of its contents. I certify that this document will be made
available to all personnel to which it applies.

Name of Authorised Party (please print):

Signature of Authorised Party:

Date:
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STANDARD OPERATING PROCEDURE (SOP) FOR POST-HARVEST MANAGEMENT OF FIELD TRIALS OF
EXPERIMENTAL BIOTECH-DERIVED PLANT MATERIAL WITHIN [COUNTRY]

Note: This Standard Operating Procedure (SOP) is intended solely as an example that may be used as an
educational resource by organisations that are developing or revising their own quality management programs for
confined field trials of experimental biotech-derived plants. This example should not be used as a substitute for the
user’s own understanding and compliance with regulations governing the conduct of such trials.

A. DESCRIPTION OF THE ACTIVITY
A.1. The appropriate post-harvest management of field trials for biotech-derived plants in [country].

B. SCOPE
B.1. This SOP will cover all confined field trials of experimental biotech-derived plant material cultivated

in [country].

C. SOP AUTHORISATION
Name of Authorised Party:
Title:
Signature:
Date:
Implementation Date:
In Effect Until:

D. TERMINOLOGY
Possible terms that could be relevant in this SOP. For specific definition, see Appendix 1.
D.1. Anthesis
D.2. Authorised Party
D.3. Biotech-derived
D.4. Biotech-derived plant material
D.5. Field trial
D.6. Prohibited plants 
D.7. Regulatory authority
D.8. Trial Manager
D.9. Trial site
D.10. Trial site location
D.11. Unintended release
D.12. Volunteers

E. GENERAL REQUIREMENTS
E.1. The Authorised Party and all other agents acting on behalf of the Authorised Party shall comply with

this SOP.

F. REQUIREMENTS FOR POST-HARVEST OF CONFINED TRIAL SITES
F.1. Trial sites of experimental biotech-derived plants shall be subject to the period of post-harvest land use

restriction specified by the Regulatory Authority.
F.2. The post-harvest period begins immediately upon harvest of the trial site or termination of the trial site

for any other reason.
F.3. During the post-harvest period, no plant material from trial sites shall enter the human food or animal

feed chains. 
F.4. The Authorised Party shall ensure that the Trial Manager maintains ownership and/or control of the trial

site during the post-harvest period.  This assurance shall be obtained in writing before the trial site is
planted.
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F.5. The Trial Manager shall ensure that no plants of the same or sexually compatible species as the plants
grown in the confined trial are cultivated on the trial site during the post-harvest period. This
prohibition also applies to: the border row area if that means of reproductive isolation was used during
the prior growing season and to the isolation distance if it is included for post-harvest monitoring (see
F.9.1).

F.6. The Trial Manager shall ensure that the trial site is inspected for the presence of volunteers or other
prohibited plants no less than ONCE EVERY FOUR WEEKS during the period that post-harvest land use
restrictions are in effect.

F.7. During the post-harvest period, all volunteers and other prohibited plants shall be eliminated from the
trial site before anthesis, destroyed by dry heat, steam heat, incineration, crushing, deep burial, or
treatment with appropriately labelled herbicides and/or chemicals, and disposed of on the trial site in a
burial pit.  

F.8. If any prohibited plants are permitted to complete anthesis the period of post-harvest restriction shall
be extended by another twelve months.

F.9. Only the trial site, including the border row area (where applicable), shall be subject to land use
restrictions during the post-harvest period with the following exception:

F.9.1. Where spatial isolation was used during the trial period and a breach of reproductive isolation was
deemed to have occurred, the trial site area plus the isolation distance shall be subject to post-harvest
restrictions.

F.10. All post-harvest inspections and related activities shall be recorded in the Record of Post-Harvest
Inspection.

G. MONITORING OF THE POST-HARVEST TRIAL SITE 
G.1. The Trial Manager, or a person so designated as an inspector by the Trial Manager, shall inspect the

field trial site no less than ONCE EVERY FOUR WEEKS during the growing season(s) for the period
that post-harvest land use restrictions are in effect.

G.2. At the time of inspection the growth stage of any prohibited plants shall be recorded on the Record of
Post-Harvest Inspection.

H. CORRECTIVE ACTION IN THE EVENT OF AN UNINTENDED RELEASE
H.1. If an unintended release of experimental biotech-derived plant material is suspected to have occurred

from the trial site during the post-harvest period, the Trial Manager shall treat this as a case of
unintended release and immediately notify the Authorised Party who will initiate appropriate reporting
and corrective actions.

H.2. In the event of a confirmed unintended release of experimental material, all attempts shall be made to
recover as much of the material as possible. This material shall be destroyed.

H.3. The location of an unintended release shall be marked and monitored to ensure that all the
experimental material arising from the unintended release (e.g., volunteer plants) is destroyed.
The period of monitoring will be determined in consultation with the Authorised Party.

H.4. In the event of a confirmed unintended release during the post-harvest period the Trial Manager shall
immediately notify the Authorised Party by telephone. The Authorised Party shall notify the Regulatory
Authority immediately by telephone and in writing within 24 hours of any unintended release.

H.5. The unintended release of experimental material during the post-harvest period shall be immediately
documented by the Trial Manager in a Record of Corrective Action. The original Record of Corrective
Action shall be retained by the Trial Manager and copies shall be submitted by facsimile to the
Authorised Party.

I. RECORD KEEPING
I.1. The Record of Post-Harvest Inspection shall be completed by the Trial Manager during each growing

season when post-harvest land use restrictions are in place.
I.2. After the post-harvest period is completed, the Trial Manager shall provide a copy of the Record of

Post-Harvest Inspection to the Authorised Party and retina the original.

J. RELATED SOPS 
J.1. The following SOPs shall also be consulted:

[List any related SOPs]
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K. REVIEW AND DISTRIBUTION
K.1. This SOP shall be reviewed by the Authorised Party no less than annually.
K.2. Revised SOPs will be distributed to all agents acting on behalf of the Authorised Party, who shall then

destroy their older copy.
K.3. Archival copies of this SOP shall be maintained by the Authorised Party for no less than [X] years.

L. ASSURANCE
L.1. I have read this document and approve of its contents. I certify that this document will be made

available to all personnel to which it applies.

Name of Authorised Party (please print):

Signature of Authorised Party:

Date:
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Compliance management of confined 
field trials for biotech-derived plants

Appendix 6: Sample post-harvest SOP
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