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53.  Addressing an LLP situation nationally may involve more than one or two ministries and can be complex. Usually those ministries responsible for overseeing evaluation of applications for commercial cultivation (unconfined release) of transgenic plants take a lead role in any environmental risk/safety assessment and may also be involved in management of LLP situations. Which agencies are involved may depend upon the circumstances of the situation, such as the source of the LLP (commodity or seed) or the particular trait(s) involved. Additional ministries, agencies and government offices may also be involved in addressing a particular situation. These can include quarantine and inspection services, seed quality agencies, and plant variety protection agencies as well as agencies responsible for environmental management and public affairs. 
58.  For national authorities in the importing country, an LLP situation in the environment from seed or commodities may represent a risk to the environment that may need environmental risk management. In addition, an LLP situation in the environment presents a situation of regulatory non-compliance with legislative requirements of the importing country where the plants are not authorized for cultivation (unconfined release). Regulatory agencies are required to take expeditious action to address an LLP situation that represents a risk to the environment. In such cases, an environmental risk/safety assessment can support activities to 1) manage any risks to the environment in a manner commensurate with risk presented and 2) achieve compliance with national legislative frameworks. Generally, the primary purpose of an environmental risk/safety assessment in an LLP situation is to characterize the situation and the risk that may be present and to inform environmental risk management. However, the information developed for the environmental risk/safety assessment may also be useful in managing the situation for achieving compliance. The response by an importing country to an LLP situation can vary, depending upon the situation itself and the legal framework.
61.  Normally, environmental risk/safety assessment is carried out prior to release into the environment. The above principles apply to evaluation of the stepwise development of an organism for its intended use and this development is based upon data and information gathered until an appropriate amount is consolidated in order to do an environmental risk/safety assessment for commercial cultivation (unconfined release). Usually assessments are done case-by-case and knowledge derived from one environmental risk/safety assessment can be applied to subsequent assessments. The stepwise development of a transgenic organism allows the identification of information and the accumulation of data that supports the environmental risk/safety assessment of the organism for uses at a broader scale. However, in an LLP situation, it is likely that the unauthorized plant has already been found in the environment or environmental release may be imminent, the principles indicated above still apply:
1) available knowledge and experience can guide the environmental risk assessment;  
2) an environmental risk/safety assessment can be used to evaluate the potential for risks to the environment in a particular LLP situation; and 
3) stepwise development of the transgenic plant may or may not be underway in the importing country, but use of information and understanding from previous assessments of the same or similar plant domestically, regionally and from other countries may inform the assessment.  
64.  LLP situations in the environment are dynamic, and a relatively rapid assessment of the risk of the situation is needed for appropriate action to occur in a timely manner. For example, a seed lot containing LLP of unauthorized transgenic seeds may have already been planted upon discovery of the LLP situation or unauthorized transgenic plants may have been found along a transport routes as a result of commodity spillage and subsequent germination. An environmental risk/safety assessment of the LLP situation is usually needed within weeks, days or even hours rather than within the measured pace a national authority might in general apply to an application submitted for authorization within the existing legal structure. In LLP situations, national authorities face numerous challenges including that relevant data for the environmental risk/safety assessment may be lacking because it is either unavailable or inadequate or it may not be possible to request additional needed data from an “applicant” through formal procedure as in an authorization process. Given the need for a relatively rapid environmental risk/safety assessment in an LLP situation, a profile of the environmental risk presented, the availability of relevant data and information can affect the speed at which a risk assessor can make an assessment of any potential for risk to the environment. 
76.  Each country makes its own determination of what is considered to be LLP, most often on a case-by-case basis.  In terms of the environmental risk/safety assessment, several approaches to determining the scale (i.e. amount of seed distributed spatially and temporally) of the presence of the unauthorized transgenic plant involved in the LLP situation may be useful.  For commercial seed containing LLP that has been planted, the scale may be determined through information about the anticipated distribution and period of release especially information on seed distribution, and this is usually known by seed companies and farmers (e.g. where seed lots have been distributed or fields planted with that seed), although this may not always be the case. Results of in situ testing may also be available or useful, depending upon the situation. This testing may occur in unplanted seed, in plants in the field or in the harvested commodity and is a means of understanding the potential environmental distribution. Other potentially useful types of information may include an identification of the source of the unauthorized transgenic plant; information on seed lots (whether transgenic or not) that are not expected to contain unauthorized transgenic seed; and information on quality control of seed (whether transgenic or not) in seed producing countries. For both commodities and seed, knowledge of crop plant-specific international movement can provide information to allow examination of the amount and pathway(s) of distribution; such information could include known distribution routes, shipping manifests and trade statistics.
83.  The majority of LLP situations to date have involved ‘common’ crop plant species and trait combinations that have been widely adopted and are under large scale cultivation where authorized. There is substantial knowledge and experience with these plant species as they are grown regularly within the countries in which LLP situations can occur, as non-transgenic or transgenic crops. Familiarity with the biology of the crop plant and its behaviour in the receiving environment in the context of the existing agricultural practices (cultivation and environmental management) of the country or region can be used to identify aspects of the environment that may potentially be affected in an LLP situation. This can facilitate rapid assessment of the potential for any environmental risk to be presented by an LLP situation in seed, The importing country with the LLP situation may use this understanding to identify the unique or different aspects of its country/region compared to the exporting country (and other countries) where assessments for authorization of the transgenic plant have already been completed.
84.  The use of existing information on cultivation of a plant species can facilitate rapid performance of an environmental risk/safety assessment and the development of environmental risk management plans in an LLP situation. Agricultural practices (e.g. crop rotation, tillage, planting dates, herbicide use, control of endemic pests and diseases) may vary within the same plant species and between countries or regions because of variations in climate, soil, and other factors. However, most crop plants, including transgenic ones, are normally restricted to (or dependent upon) the managed environment due to extensive domestication (this may vary according to the plant). Cultivation of authorized transgenic plants may include additional practices to the standard ones, depending upon the trait(s) and/or any risk presented (e.g. insect resistance management). Practices such as herbicide usage for weed and volunteer control or pesticides/fungicides to manage pests and diseases may be important for determining the risk/safety of unauthorized seed containing traits for herbicide tolerance or insect resistance. Much information on different crop plant species and associated agronomic practices in the environment is available in the OECD biology documents[footnoteRef:1] as well as from various publications of national authorities. Over 25 OECD biology documents are currently available including documents for the major commodity crops (corn, cotton, rapeseed, and soybean) (OECD, 1997; OECD, 2003; OECD, 2008; OECD, 2000). These OECD documents have proved useful in various national reviews, including those of LLP situations. [1: http://www.oecd.org/env/ehs/biotrack/consensusdocumentsfortheworkonharmonisationofregulatoryoversightinbiotechnology.htm ] 

85.  Important information for environmental risk/safety assessment in an LLP situation may also include that on any means of spread and persistence of the plant. Many crop plants, including most of the important seed and commodity crops, have lost the weed related traits of their wild progenitors through domestication and this history may be well understood. The OECD biology Consensus Documents (see Preamble) provide baseline information on the ability of a plant species to spread and persist in the environment.
86.  However, some crop plants outcross prolifically within the crop or to sexually compatible species. When such plants are cultivated in areas geographically close to populations of sexually compatible wild or weedy relatives, the potential for exchange of genetic information may be a consideration in an environmental risk/ safety assessment. Where populations of wild or weedy relatives occur is information generally specific to a country or region: the OECD biology Consensus Documents (see Preamble) provide baseline information on several plant species feral, wild and weedy relatives and the distribution of these relatives.
87.  Some plant species only exchange genetic information at very low rates. In general, a reduced ability of a plant to cross with other plants of the same species or wild or weedy relatives would delimit the possible extent of outcrossing, and thus reduce concern that the transgene may have moved, through the exchange of genetic information, from the original area of release. 
88.  Thus, the potential of the introduced transgenic trait to spread in the environment through the exchange of genetic information between the unauthorized transgenic plant and associated crop plantings or wild or weedy relatives may be of particular interest in an environmental risk/safety assessment. Once identified, these factors can be evaluated in the context of the existing agricultural practices for either the unmodified plant or a similar authorized versions of the transgenic plant and provide relevant information in evaluating an LLP situation.
89.  Currently, many traits are introduced into crop plants to directly affect target pest species and disease organisms. In addition to the target species, a variety of organisms interact with crop plants in the field. The potential for direct or indirect effects on beneficial or endangered organisms depends upon this interaction and is directly dependent upon scale. The nature of the trait (virus resistance or insect resistance) may indicate whether a safety issue is of concern. Familiarity with the fauna of a region will indicate whether a trait in a particular crop plant is of concern. Information from previous authorizations may provide this knowledge efficiently, including whether standard agricultural practices provide sufficient management of the concern.
90.  When commodities approved for food and feed use alone are the source of an LLP situation found in seed to be planted or in fields already planted, existing familiarity with the cultivated plant as indicated above can be used for the environmental risk/safety assessment. However, additional information, such as that on the maintenance of the transport route, including weed management, may be useful when such plants show up growing outside of cultivation e.g. in environmentally disturbed areas such as roadsides and railroad track beds. Knowledge of the conditions for plant growth and survival in disturbed environmental settings, generally sub-optimal for many domesticated plant species as they require human maintenance, and whether the plant can just survive or can form self-sustaining populations and become weedy can inform an assessment of the potential for persistence or spread of the plant and/or trait. Knowledge of the presence of wild and weedy relatives in the local area or nearby compatible crop plantings can also be a factor in determining the potential for spread and/or persistence along with whether the plant species is listed as a weed in the region. Even if the plant species is not cultivated within the country, information is available from the OECD about the commonly traded crop plants.
94.  If the unauthorized LLP plant is similar to existing transgenic plants authorized domestically, regionally or in other countries, much of the information from those previous assessments and conclusions of safety may be directly applicable. Table 2 provides several examples of the knowledge and information that may exist, depending upon the case. Any aspects of the receiving environment such as cultivation practices, biological aspects such as those for potential dissemination, persistence through natural means (e.g. pollination, dormancy, volunteers, etc.) or the potential for negative effects on beneficial or endangered species can be examined, and human factors such as transport, handling, spillage, planting, depending upon the trait, to determine the applicability of the results of previous assessments in making a prediction of the risk presented by the LLP situation. In this context, knowledge of the source(s) and the scale of the LLP situation spatially (e.g. area and/or location) and temporally and the amount of the unauthorized transgenic plants involved (e.g. a limited amount of seed might be distributed/spread over a wide geographic area) is relevant to the assessment. Should the trait influence the plant’s ability to persist and spread, an assessment may evaluate whether the change in behaviour could lead to an adverse consequence.  In addition, the assessment may evaluate whether such changes could present additional or novel pathways to harm within the environment of release. Finally, an assessment may evaluate whether such changes might directly impact the ability to control or manage the situation using existing practices. In performing such an evaluation, an assessor’s knowledge of a particular managed agricultural environment, including information on the surrounding partially managed or natural environment, would inform the determination of risk/safety. At the conclusion of the assessment any differences in risk profile compared to previously authorized and/or similar plants can be determined including whether a different adverse consequence is identified or whether there is a difference in the unauthorized plant’s behaviour in the environment. 

