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SUMMARY OF THE ONLINE DISCUSSIONS OF MARCH-APRIL 2013 
BACKGROUND
1. The sixth meeting of the Conference of the Parties serving as the meeting of the Parties to the Cartagena Protocol on Biosafety (COP-MOP 6) requested the Executive Secretary, among other things, to convene online discussion groups and regional online real-time conferences to facilitate and synthesize the exchange of views, information and experiences on socio-economic considerations among Parties, other Governments, relevant organizations and indigenous and local communities in the context of paragraph 1 of Article 26 of the Protocol (paragraph 3, decision BS-VI/13).
2. The Secretariat convened online discussions on socio-economic considerations from 11 March 2013 to 16 April 2013.  A total of 113 people were registered for the discussions and 49 of them have made at least one intervention. A total of 297 messages were posted. 52 percent of these messages were posted from people located in developed countries and 48 percent from developing countries.  
3. Participants discussed issues and exchanged views, information and experiences on socio-economic considerations on the basis of the following guiding questions proposed by the Secretariat:
· What is your understanding of “a decision on import”? How do you understand its scope? Does it matter whether a decision is taken under the Protocol (Article 10) or under domestic measures implementing the Protocol?
· What are “socio-economic considerations arising from the impact of living modified organisms on the conservation and sustainable use of biological diversity”? What is your understanding of the wording “arising from the impact”?
· How could the value of biological diversity to indigenous and local communities be measured or determined?
· Can you think of any criteria that a Party may apply in order to ensure that the socio-economic considerations that it takes into account in reaching import decision are consistent with international obligations? Are there international obligations which exclude socio-economic considerations or limit the scope of such considerations?
4. Each set of questions was followed by a brief note highlighting some information relevant to the questions that participants may wish to take into account during the discussions. At the end of the discussions on the specific questions, participants had the opportunity to bring up any item for discussion, including suggestion on possible issues that need to be further addressed in the subsequent phases of the process.
5. Part I of this document provides a summary of the core issues raised and the views expressed in the context of the four set of questions mentioned above. Part II of the document is a compilation of specific information relevant to socio-economic considerations contributed by participants as part of the discussions summarized in Part I. The compilation contains information shared with the online group relating to national approaches, decision processes, elements of socio-economic considerations, provisions of international agreements, and reference materials such as books, articles and papers addressing issues relevant to socioeconomic considerations.
 
Part i
summary of core issues and VIEWS
A. 
Understanding the meaning and scope of the term “decision to import” in paragraph 1 of Article 26
6. There is the view shared by participants that taking into account socio-economic considerations in reaching a decision to import a living modified organism is a sovereign right of a country and thus Article 26 is optional and does not present any mandatory requirements. Also, there seems to be a general understanding that if a country decides to take into account socio-economic considerations in reaching a decision to import a living modified organism, such considerations should also apply to a living modified organism developed domestically by that country.
7. It is noted that a decision to import includes a decision that may be taken by a Party whether to import a living modified organism for intentional introduction into the environment; for direct use as food, feed or for processing; or for contained use. It is also mentioned that a decision to review a prior decision, or to apply a simplified procedure, or domestic regulations with respect to specific imports, fall within the scope of the ‘decision to import’ referred to in paragraph 1 of Article 26 of the Protocol.  Some participants argued that the need for socio-economic assessments should depend on whether the living modified organism to be imported is intended for intentional introduction (release) into the environment. 
8. Some participants stated that a decision to import could be taken under the Protocol or under domestic measures as specified in paragraph 1 of Article 26 of the Protocol, while others believed that in practical terms, any decision to import is subject to domestic regulations that is consistent with the Protocol or adopted to implement the Protocol. For some of the participants, despite the fact that decision needs to be based on risk assessment in accordance with the Protocol, socio-economic considerations are not and should not be part of risk assessment. But others argued that both risk assessment and socio‑economic considerations should be an integral part of the regulatory process that applies to a decision to import living modified organisms for different uses.  
9. A number of participants supported a case-by-case decision to import and thus case-by-case socio-economic assessments for each living modified organisms that requires regulatory approval. However, others argued that socio-economic assessments are expensive processes and, therefore, it is better to have these assessments conducted for each class of events or traits such as insect resistant or herbicide tolerant living modified crops instead of requiring assessments for each event. 

10. In the view of some participants, a decision to import is linked with a number of other provisions of the Protocol, including public participation in decision-taking as specified in Article 23. Public participation could be used as a means to integrate socio-economic considerations. Some participants expressed reservations on the usefulness of socio-economic assessments conducted prior to the adoption of the technology (ex-ante) and without a history of experience with the living modified organism in question. But others argued that some important questions of socio-economic nature, including whether there is any real social and/or economic need for the organism to be introduced into the existing production system, could be answered prior to importing the living modified organism taking into account the precautionary approach.
 
B.
Understanding what socio-economic considerations are
11. The issue of the scope of what constitutes legitimate socio-economic considerations found divergent opinions among participants. As seen from the discussion in the foregoing section, understanding when and how socio-economic considerations may be taken into account plays also a vital role in understanding the considerations or the possible socio-economic factors themselves.
1.
Defining socio-economic considerations 
12. The Protocol refers, in paragraph 1, Article 26, to “socio-economic considerations arising from the impact of living modified organisms on the conservation and sustainable use of biological diversity”. Some understand this reference as a sequential or cause and effect relationship between impact on biological diversity and socio-economic considerations. According to this understanding, the existence (potential or actual) impact on biological diversity due to the introduction of living modified organisms should be the trigger for socio-economic considerations. Impact, according to these participants, should be both beneficial and adverse. Some in this category also suggest that cost-benefit analysis may be an appropriate first step before proceeding with full-fledged socio-economic assessment.  
13. Other participants, on the other hand, argue that impacts on the conservation and sustainable use of biological diversity are wide ranging that necessitate an equally broader ecological and socio-economic perspectives. According to some of these participants, conservation and particularly sustainable use of biological diversity have intrinsically socio-economic dimensions. Conservation and sustainable use are concepts characterized by the interactions of people and communities with biodiversity in a given ecological, social and economic system(s).  Therefore, argue these participants, the wording in paragraph 1, Article 26 does not restrict impact to those effects on the physical environment only. Cost-benefit analysis may be useful as a simple economic evaluation, but not an adequate tool to assess socio-economic consequences that cannot be valued in monetary terms, as well as cumulative and long term effects. 
14. Some participants provided a list of socio-economic considerations, including a compilation of elements identified through previous surveys. Others shared their national experiences in terms of developing guidelines, proposals, or criteria used to determine socio-economic considerations. A number of participants suggested that the “Guidelines for incorporating biodiversity-related issues into the environmental impact assessment legislation and/or processes and in strategic environmental assessment” contained in the annex to decision VI-7, and the “Voluntary guidelines on biodiversity-inclusive environmental impact assessment” contained in the annex to decision VIII/28, of the Conference of the Parties to the Convention on Biological Diversity, provide useful guidance to Parties on the meaning and scope of impacts on conservation and sustainable use of biological diversity.
15. One of the criteria shared by some participants and that seems to have received wider attention is “sustainability”. Generally, the criterion is about assessing a living modified organism from the perspective of its contribution to sustainable development and in the long-term. Assessing the contribution and impacts of living modified organisms to sustainable development over the long-term timescale allows for more latent or concealed impacts to be taken into account. It is further argued that the approach to evaluate the environmental, social and economic sustainability of the introduction/importation of a living modified organism provides a good framework for identifying elements of socio-economic considerations that may be appropriate to specific local circumstances and thus may be taken into account in decision taking. 
16. Some participants put forward a list of scenarios of positive and negative impact on biological diversity that may result (directly or indirectly) from the adoption of living modified organisms where socio-economic considerations may or may not be appropriate. As regards including benefits in socio-economic assessments, a number of participants emphasized the need for applying the same rigor as assessing adverse effects. According to these participants, if benefits are going to be considered and weighed against socio-economic risks, the claimed benefits need to be equally analyzed as the alleged risks with a view to determine whether they are real and sustainable – benefits that would be available in the long-term.  
17. Participants recognize that each country has a different set of socio-economic conditions, policies and priorities.  Some countries support a comprehensive assessment of social, economic and even cultural/ethical implications of introducing a living modified organism, while others will be satisfied with limited risk assessment and cost-benefit analysis of the technology. Therefore, each country should be able to ask questions appropriate to its conditions.  Participants seem to share the view that the task of defining the scope and details of socioeconomic considerations in the context of Article 26 of the Cartagena Protocol on Biosafety rests with individual Parties that opted to take into account these considerations in reaching a decision.
2.
When to take socio-economic assessments 
18. A number of participants argued in favour of conducting socio-economic assessments both prior and subsequent to the release or marketing of the living modified organism – technically known as ex ante, assessments prior to release; and ex post, assessments after release, also known as post-marketing monitoring. A few others were, however, of the view that ex post assessments are much more worth to explore socio-economic impacts based on real data and information, unlike ex ante where assessments have to rely on assumptions and/or modeling. 
19. Some supported socio-economic assessments separate from and subsequent to risk assessments. They argued that it is prudent to have a sequential process where risk assessment is completed first and then any consideration of socio-economic assessment may follow only if the risk assessment identifies some safety issues or concerns that may be included in the scope of risk management. However, others while amenable to the idea of separating socio-economic assessments from risk assessments, believed that the two assessments should not necessarily be sequential. They also argued that the scope of socio-economic assessments goes beyond the perimeters of risk assessment and thus the outcome of the latter should not always form the basis to determine the need for and the nature of socio-economic assessments.

3.
How to take into account socio-economic considerations
20.  Some participants highlighted some standards or principles that they believe should guide socio-economic assessments. For some, the most important ones include adopting long-term assessment criteria, broad conceptualization of conservation and sustainable use of biological diversity, precautionary approach, public participation, and sustainability of benefits. For others the most important standards include the adoption of a transparent and fair procedure, elements of best practice, burden of proof, clear and simple approach, and cost and time efficiency. While these two sets of guiding principles may not be necessarily mutually exclusive, some have questioned the veracity of some of the principles. 
21. Some participants stated that access to information by users of living modified organisms or researchers is constrained due to confidentiality and proprietary rights which in turn have restricted the scope and quality of ex post socio-economic assessments. In that regard, access to complete information about a particular living modified organism or a class of living modified organisms – herbicide tolerant or pest resistant – needs to be one of the important guiding principles to achieve comprehensive and objective socio-economic assessments that facilitate decision-taking.  
22. Participants share the view that appropriate methodologies necessary to assess all potential socio-economic considerations are not yet fully developed. In that regard, some participants expressed the view that the absence of methodology does not constitute a sufficient ground to exclude socio-economic concerns associated with living modified organisms. They further argue that like risk assessment, socio-economic assessments should be seen as learning processes. On the other hand, others argue that socio-economics is so vast that one cannot realistically assesses each and every potential socio-economic change that may be induced by the adoption of living modified organisms. According to these participants, socio-economic assessments should be conducted by the right experts and meet standards of excellence. 
C.
Determining the value of biological diversity to indigenous and local communities
23. A number of participants put forward or supported various considerations underlying the valuation process of biodiversity to indigenous and local communities. They highlighted the provisions of some  international agreements, declarations and guidelines, in particular the International Labor Organization Convention 169, the United Nations Declaration on the Rights of Indigenous Peoples, and the Akwé: Kon Voluntary Guidelines for the Conduct of Cultural, Environmental and Social Impact Assessments regarding Developments Proposed to Take Place on, or which are likely to Impact on, Sacred Sites and on Lands and Waters Traditionally Occupied or Used by Indigenous and Local Communities, as providing insight to the conceptualization and application of valuation of biological diversity to indigenous communities. 
24. Some participants identified what they believed were possible threats to the indigenous and local communities arising from impacts on biological diversity due to the adoption of living modified organisms, including loss of traditional lands, loss of access to plant genetic resources including threats to Farmers’ Rights, and any associated losses in farmers’ innovation, knowledge, selection, saving and exchange of seeds/propagating material and sustainable agricultural practices, all of which may be posed by GMOs directly or indirectly, should especially be taken into account. Other participants have, however, argued that a distinction should be made between the wider problem arising from the expansion of agriculture and the specific impacts of adopting living modified organisms. It was widely agreed among participants that the value placed on biological diversity by indigenous communities is high and due care should be taken to avoid disruption in the maintenance of livelihoods.
25.  Some participants indicated that any effort to identify the value that indigenous and local communities attach to biological diversity should begin by establishing procedure for a consultative process with these communities and by seeking their views or consent, as appropriate, as regards matters that affect their lives, including the introduction of living modified organisms. Key voices within the community, such as women, who in many cases are caring for the environment, and the elders, who are the custodians of indigenous knowledge associated with biological diversity must be heard prior to taking a decision. It is argued that such consultative processes along with a context and background of the community would help in identifying the significance of the biological diversity to the community in terms of being a source of food, fodder, employment, income generation etc. These factors could then be measured against the changes that the introduction of living modified organisms might have to the socio-economic settings of the communities.

26. Other participants argued, however, that indigenous and local communities are not homogenous; they have different levels of dependence on biological diversity and different capabilities to meaningfully engage in examining the pros and cons of living modified organisms which involve highly technical and scientific information and therefore national and local governments are more suitably placed to take the responsibility of weighing the needs and possible impacts within the specific contexts of these communities in their jurisdiction, and taking appropriate decision.   

27. It is noted that defining the value of biological diversity requires estimating the economic value of the changes that the introduction of living modified organisms is generating on biological diversity contrasted with the value of the benefits generated in specific locations, using economic methods that allow for internalizing costs of the losses of biological diversity and ecosystems or ecosystem services. 
28. In terms of accurately measuring the value of biodiversity to indigenous and local communities, participants acknowledged the limitations imposed by conventional economics and some valuation models. It is recognized that some methods are available or are being developed (such as The Economics of Ecosystems and Biodiversity) for the economic valuation of biodiversity and ecosystems services. However, some participants argued that the existing valuation models have failed to account for the full economic, social, cultural and intrinsic values of biological diversity. According to a number of participants, there is a long way to go to adequately fill the existing gaps in determining the value of biological diversity to society in general and to indigenous and local communities in particular. In this regard, others expressed the view that regulators should be able to work on best available data and knowledge about the risks of a living modified organism that may cause impact on biological diversity and determine the course of action appropriate to the environment and users, including indigenous and local communities.
D.
Consistency of socio-economic considerations with international legal obligations
29. Participants identified various international agreements which were generally accepted as having provisions that need to be observed when taking into account socio-economic considerations in reaching a decision about the adoption or import of living modified organisms. These agreements could fall into three broad categories, namely: (i) trade agreements, (ii) environmental agreements, and (iii) human rights agreements. It is noted that trade agreements have some specific rules that draw the boundary beyond which socioeconomic considerations may be seen as becoming a means to unduly restrict trade in living modified organisms, while environmental and human rights agreements, on the other hand, possess various provisions which strongly reinforce, and sometimes demand, the consideration of socio-economic factors in order to protect biological diversity and communities whose lives depend on the maintenance of such diversity, in particular local and indigenous communities, including farmers.  
30. The agreements identified include: the Convention on Biological Diversity (in particular Article 8(j), and some of the Aichi Biodiversity Targets and decisions of the Conference of the Parties); the International Treaty on Plant Genetic Resources for Food and Agriculture (in particular Article Art. 5 on Conservation, Art. 6 on Sustainable Use, and Art. 9 on Farmers’ Rights); the United Nations Declaration on the Rights of Indigenous Peoples; General Agreement on Tariffs and Trade under the World Trade Organization (WTO) framework  (in particular Article III.4 on national treatment, and Article XX, on General Exceptions where import restrictions may be justified on the grounds of public moral, protecting human, animal, or plant life and health, and relating to the conservation of exhaustible natural resources); other WTO Agreements such as the Agreement on Sanitary and Phytosanitary Measures (SPS) (in particular its Articles 5.3, 5.7). 
31. Some participants reiterated their view that once a living modified organism is considered safe through risk assessment, the choice whether to adopt such organism should be left to the users/market. These participants imply that socio-economic considerations are prone to causing undue restrictions to trade and thus not consistent with trade rules. Some indicated that the principle of substantial equivalence as accepted in world trade may make it difficult to demonstrate that a living modified organism is not “like” its non-genetically modified counterpart. However, others argued that socio-economic considerations are legitimate in the context of paragraph 1 of Article 26 of the Cartagena Protocol on Biosafety as long as they are not applied arbitrarily and in a discriminatory way, and not used as disguised restriction to trade. They further argued that there is no universally shared understanding of the principle of substantial equivalence or the concept of “like product”, and furthermore, the fact that there are rules and procedures, both at national and international level, that are meant to specifically regulate living modified organisms, demonstrates that these organisms are different from their non-genetically modified counterparts. 
32. Some participants noted that given the reality of gene flow, for example, one’s choice to cultivate living modified crops could adversely affect neighbouring farmer’s choice not to, justifying the need for socio-economic assessments in order to forge balance between such competing choices and farming systems. They further noted that ignoring socio-economic considerations for fear of causing conflict with international trade obligations is not compatible with sustainable development. According to these participants there are no existing risk assessment or trade rules that a priori exclude legitimate socio-economic considerations.  
33. Others expressed the view that given the difference in socio-economic realities among different regions and countries as well as in the interpretations of the international rules, there are likely to be more exceptions than generalities and, therefore, there is a need for a more subtle and sophisticated approach in regulating living modified organisms. 
PART II
COMPILATION OF SOME SPECIFIC SUGGESTIONS AND INFORMATION CONTRIBUTED TO THE ONLINE FORUM
A.
Decision‑taking and socio-economic considerations

1.
National approaches and experiences 

1. Honduras, the biosafety guidelines for use of biotechnology fall within the Phytosanitary Law, which makes a clear distinction between risk assessment, which measures biological factors, and risk management, where socio-economic considerations are included to shape policy and implementation. Socio-economic considerations are not included in the risk assessment process. The risk assessment is done strictly by professionals with credentials in the relevant technical fields involved in each case-by case risk assessment. Risk management however, is participatory in nature, involving many stakeholder groups, and is aimed at supporting and promoting sustainable agricultural production, especially for food crops relevant to food security. 

2. Niger has adopted the precautionary approach in taking into account socio-economic considerations in biosafety law.  The 3N initiative (Nigeriens feed Nigeriens) was highlighted as a means to encourage farmers to produce more food through a decision on seeds import. Under UEMOA,
 Niger is one of eight African countries participating in a common legal framework on LMOs which incorporates socio-economic considerations for the protection of regional biodiversity.  The common program issues directives for import and export to regulate and control risk associated to species in cross-border situation. Socio-economic considerations are included in all imports for intentional introduction of LMOs into the environment for direct use, food and feeding, and any aspect which can have an impact on agricultural practices. 

3. South Africa, by virtue of their domestic legislation, includes SECs but leaves the application open to each specific case.  Legislation provides for public notices in national and/or regional press depending on commercial or contained use, outlining the contact details of the registrar where comments can be made in the decision-making process. The decision-making body (the Executive Council) includes five national government departments (Environmental Affairs, Health, Agriculture, Forestry and Fisheries, Trade and Industry, and Science and Technology), each of which bring their relevant expertise and policy approach to the table.  This Executive Council is informed by a Scientific Advisory Committee comprising of independent (publically-funded) scientists with expertise relevant to different aspects of biosafety.  Decisions are based on a risk-benefit approach (rather than merely precautionary), to highlight the socio-economic advantages and impacts equally. 

4. For India, while SECs are part of the process for regulation of LMO in apprising the cost-benefit of a particular LMO to be introduced. However, in application, effectively assessing SECs on import remains largely a theoretical exercise at present. SECs are very important for India which is a predominantly agrarian society, as a crucial means to compare the best available farming practices and ensure economic and socio-cultural implications and ethical considerations are taken into account.

5. The European Union has quite a strict system of authorizing LMO imports. Decisions are determined on a case-by-case basis (focusing on the scope of the application) and have to be based on the outcomes of an extensive risk assessment. While the EU legal framework provides for taking socio economic considerations (designated as “other legitimate factors”) into account little has been done thus far.

6. New Zealand has legislation that pre-dates the Protocol by four years but is compliant with it. In NZ any GMO imported - a transboundary movement - must have an approval whether or not it is for contained use, for food, feed, or for processing, or for a deliberate release into the environment. New Zealand makes a specific decision, based on a risk assessment (RA), on the importation of an LMO. Five different areas are considered in the RA process: environmental considerations, human health considerations, Maori cultural and spiritual values, social and community considerations and economic considerations.  There are two main forms of import: (i) import decision where the LMOs is for use in containment and (ii) 'release' into the open environment. Where the LMO is to be used in containment the approval will impose controls to mitigate any risk identified in the risk assessment and the containment facility must be approved. Where an LMO is to be released into the environment there are two types of approval - one acknowledges that there may be some risks but that these can be mitigated by controls and as such the LMO continues to be regulated. The other type is where no risks can be identified and therefore no mitigating controls are required.

7. For the Philippines, the decision to import is based on a country' regulations and the scope covers importation for contained use, field test and commercial propagation and addresses transboundary movement or trade between parties and non-parties to the Cartagena Protocol.  Non-parties have to comply with Philippines biosafety regulations, which have been formulated consistent with the Cartagena Protocol.

8. Norway: socio-economic considerations are included in the Norwegian Gene Technology Act: 

Sec. 1 Purpose of the Act: The purpose of this Act is to ensure that the production and use of genetically modified organisms and the production of cloned animals take place in an ethically justifiable and socially acceptable manner, in accordance with the principle of sustainable development and without adverse effects on health and the environment.

Sec. 10 Requirements relating to approval: The deliberate release of genetically modified organisms may only be approved when there is no risk of adverse effects on health or the environment. In deciding whether or not to grant an application, considerable weight shall also be given to whether the deliberate release will be of benefit to society and is likely to promote sustainable development.

9. The United States of America has a unique regulatory policy for LMOs which predates the Protocol. Experienced experts across agencies (economists, sociologists, anthropologists, geographers etc) collaborate to conduct such assessments using a robust science based research process to ensure quality, transparency, and consistency. This rigorous multiagency framework evaluates LMOs using to assess impacts to human health, animal health and the environment, and applies to contained use, intentional release, and use for food, feed and processing and does not differentiate between foreign or domestic origin.  If SECs are to be taken into account they are most appropriately addressed in the decision-making or risk management part of risk analysis.  

2.
Suggested options of processes for decision-taking

Option 1:

(i) Define a decision making standard and a process for inclusion or assessment;

(ii) Define elements describing “benefits”, “costs” and “harm” and ways to weigh evidence between competing claims. This will have to be consistent with risk assessments procedure and probably the Nagoya – Kuala Lumpur Supplementary on Liability and Redress;

(iii) Explore sequential processes such that applications for containment and confinement are not required to have a socioeconomic study. Applications for general release or for food, feed or for processing undergo the risk assessment as defined elsewhere in the Protocol and Annexes. Then if and only if the event is defined as “safe” it may undergo a socio-economic assessment if an issue is raised about the application; 

(iv) Require a socioeconomic study for class of events within a crop (e.g. insect resistant cotton, herbicide tolerant soybeans). It would be a waste of time and resources to require socio-economic assessment for each event submitted to the regulatory agency.  

Option 2:

(i) Notification of export of a living modified organisms;

(ii) Risk assessment of the living modified organism by the importing country - Risk assessment is conducted according to Annex III of the Protocol.  (“Roadmap”, which is a guidance document developed by ad hoc technical expert group, has been still under testing.)  Potential “risks”, (they are not “impacts”), would be/ or not be identified;

(iii) Environmental impact assessment (EIA) of the decision of import or cultivation (Optional);

(iv) If the importing country would like to conduct EIA of the decision of the import or cultivation of the LMO in the country, the importing country may /or may not conduct EIA on the decision.  EIA can be conducted referring to “Voluntary Guidelines on Biodiversity-Inclusive Environmental Impact Assessment” (UNEP/CBD/COP/DEC/VIII/28), depending on the needs of EIA and the resources, such as time and budget;

(v) Potential “impacts” on the conservation and sustainable use of biological diversity would be identified.  “EIA is a process of evaluating the likely environmental impacts of a proposed project or development, taking into account inter-related socio-economic, cultural and human-health impacts, both beneficial and adverse.”(UNEP/CBD/COP/DEC/VIII/28);

(vi) Also socio-economic considerations arising from such “impacts” would be identified, especially with regard to the value of biological diversity to indigenous and local communities. When making a decision, the import country may take into account the socio-economic considerations, consistent with its international obligations;
(vii) Making decision.
Option 3:

(i) SEC assessment should: (i) be applied for all types of imports of LMOs, such as for contained use, FFP and intended to release into environment; (ii) done on case-by-case base for all types of LMOs intended to be introduced into a country, as well as while LMOs is internally produced and intended to be used inside of the country; and (iii) SECs should be part of decision making process under the domestic law, based on a SEC assessment as part of the decision making process;
(ii) SEC may be a component of the risk assessment procedure, or assessed via a separate procedure, based on the policies of each individual Party;
(iii) The Risk assessment document is a part of notification process and is to be done by producer/importer, based on scientific data, while the SEC assessment should involve domestic experts aware with actual internal political, economic and social processes in the country and evaluating the possible macro and micro-economic impacts, public perception of LMOs, and assessment of possible public tension;
(iv) Collaboration, regionally and internationally, is important to ensure safety in neighboring countries, and as a means to elaborate guidance for SEC assessment, developing a common methodology, arching questions, scenarios and recommendations to help build regional capacity related to LMOs.
B.
Elements of socio-economic considerations
1.
Elements of socio-economic considerations recapped from 2011 Online Forum
(i) Food security;
(ii) Impacts on knowledge and technics innovation;
(iii) Impact on preservation of traditional knowledge useful for the preservation of biodiversity and traditional medicines;
(iv) Impacts on food diversity and links with health;
(v) Social, economic, cultural impacts of land use changes;
(vi) Impacts on farmer’ rights ( intellectual property );
(vii) Impacts on traditional markets organization;
(viii) Impacts on access to market;
(ix) Impacts on land ownership;
(x) Impacts on employment and work;
(xi) Impacts on farmers’ migration to the towns;
(xii) Impacts on change in pest(s) prevalence;
(xiii) Global net benefices/costs ratio ( financial and yield benefices);
(xiv)  Global resources efficiency of the agro-ecosystem (use in water, energy, renewable and non-renewable inputs);
(xv)  Macroeconomic impacts;
(xvi) Impacts on global earth environment, biodiversity;
(xvii) Coexistence. Contamination.
2.
Further suggestions of elements
Social considerations:

(i) Impacts on farmers’ rights: Potential consequences of LMOs on the traditional practice of farmers in saving, reusing, sharing, exchanging, and selling farm-saved seeds to save seeds are high. The inherent right of farmers to seed saving and exchange is legally protected by the International Treaty on Plant Genetic Resources for Food and Agriculture (ITPGRFA) under the Food and Agriculture Organization (FAO). Governments are entrusted to protect farmers’ rights through national legislation, a task which has not been easy for many countries that have also committed to protect IPRs of seed companies under international trade agreements, such as the Agreement on Trade- Related Aspects of Intellectual Property Rights (TRIPS) of the WTO.
(ii) Impacts on women and gender role: The introduction of LMOs can have a profound impact on women and gender roles through influences market access, labor roles and economic benefits. In many countries men dominate commercial agriculture, and women have the primary responsibility of raising and caring for the children and tending to the home and often home farm. The vital role played by women must be considered in relation to LMO introduction.
(iii) Consumer concerns: Price matters for most consumers, especially in developing countries, however it is not the only factor that determines consumer responses to new products introduced in the market. Consumer acceptance is highly influenced by cultural and ethical values, and perceptions on health and environmental safety of the product.

Economic considerations:

(iv) Trade: The ability of developing countries to compete in the international market if they decide to venture into commercial production of GM crops. Although GM crops promise to address specific problems related to particular pests and diseases, the quality of the product largely depends on the conditions in which they are produced and the management practices under which they are grown.
(v) Markets: The price of agricultural commodities is highly sensitive to and dictated by supply and demand, GMOs that promise yield improvements may affect market behavior. Particularly vulnerable are developing countries whose economies are highly dependent on the production and export of specific agricultural products.
(vi) Income security: Economic cost-benefit analyses taking into account the specific farming practices and conditions of farmers, which illustrates operational costs eclipsing profit forcing expansion.
(vii) Rural labor: The situation in industrial agriculture predominant in developed countries, where the cost and availability of labor is a major production cost, is vastly different from the situation in household-based farming that characterizes agriculture in many developing countries where labor is readily available, abundant and often cheap. For instance, the introduction of herbicide-resistant GM crops that eliminates the need for weeding or tilling of the soil during land preparation will potentially have grave long-term impacts on rural labor. 
(viii) Income and wealth distribution: Companies that develop GMO products intend to recoup their investments on research and development, through the intellectual property rights (IPR) system and marketing schemes. In situations where the GM variety is more expensive than the non-GM, companies may adopt a targeted marketing scheme that primarily offers its GM to rich and middle-income farmers who can afford the higher cost of seeds. If the companies’ claims with regards to their products are real, those who will benefit from this promise are obviously those farmers who can afford the cost of seeds and who already have relatively high income to start with. This situation will expectedly aggravate the problem of income inequality and wealth distribution in the rural areas.
(ix) Control over tools: In relation to production in the particular context where the technology is introduced, questions arise like will the dissemination of GM seeds provide opportunities for poor farmers to have some control over the tools of production, or will it further entrench control of particular segments of the community over farm inputs, processing and marketing?
(x) Food security: With the cultivation of GM crops in the developing world, household food security may face the threat of conversion of land areas traditionally planted with food crops for the production of commodity crops for industrial use and export.
(xi) Food aid: Many poor countries are confronted by emergency situations that inhibit farmers from producing their own food, particularly in areas affected by war, widespread conflicts, natural calamities, drought, and famine. In those situation countries should be able to formulate its position in procuring food aid from sources that could assure GMO-free food supply, whenever possible and available.
(xii) Co-existence and Gene flow: The risk of transfer of pollen is particularly high for cross-pollinating crops, such as corn and canola. Producers of non-GM crops risk having their crops contaminated by nearby GM crops whose pollen can travel long distances by wind or with the aid of insects. This situation is expected to be much more complicated in most developing countries where landholdings are much smaller and distances between farms are much shorter. In addition to this GMO contamination of conventional crops, and of wild and weedy relatives, poses serious threats to biodiversity and the genetic base for long-term food security.
(xiii) Organic agriculture: Organic agricultural products have increasingly become important to the economy of many developing countries in recent years. Organic certification standards generally do not allow GMO contents. Should contamination of organic crops occur, farmers would lose the organic certification status for those crops and the premium prices they command?
(xiv) Intellectual properties rights: Concerns about the implications of IPRs for GMOs extend beyond the economic sphere. This includes impacts of IPRs on public access to knowledge and technological innovations.
3.
Norwegian proposed criteria for socio-economic considerations relating to herbicide tolerant living modified crops: 


1. 
Food safety, food security and food quality:

a. 
Does the HR plant contribute to reduced/increased input costs per production unit?
b.  
Does the yield per area unit increase/decrease?

c.  
What is the purpose of the HR plant; will it be used for food, feed or fuel?
d.  
Are the content and amount of herbicide residues (the active ingredients of the herbicide) in the food altered?
e.  
May products of the HR plant cause acute, chronic or long-term health impacts (toxic, immunologic, including allergenic, or anti-nutritional impacts)?
f.  
Does the HR plant contribute to better nutrition in regards to composition, amount in food and 
energy content?

g. 
Does the HR plant have properties that contribute to better preservation during storage?

2. 
Animal health and welfare:


a. Does the product from the HR plant contribute to increased/reduced feed quality?

b. Same as 1.e.
3. 
Living conditions and profitability for the farmers cultivating the GMOs, including farmers' rights, duties, health and safety (short-term (less than 5 years) and long-term (more than 20 years) impacts)


a. Health/safety:
i. 
Does altered use of herbicide(s) affect farmers'/farmworkers' health positively/negatively?
ii. 
Do the farmers/farmworkers get HSE-training and equipment needed related to the application of the herbicide(s) to be used with the HR plant?


b. Contracts/conditions:
i. 
Are there limitations in the access to seeds, breach of contract, or information about the products to be used (seeds, spraying plans, herbicides/pesticides)


c. Cost and income development:
i. 
Do the farmers' input costs increase/decrease?
ii. 
Does the HR plant alter the need for other short term and long term input such as production plan, spraying programme, deployment of labour, machines and equipment?
iii. 
Will future resistance problems reduce long-term profitability?


d. Agronomic conditions:
i. What agronomic conditions is the HR plant developed for?


e. Right to seeds:
i. 
Are farmers cultivating the HR crop allowed to save, exchange and sell seeds from their own harvest?
4.
 Living conditions and profitability in the production area (short-term (less than 5 years) and long-term (more than 20 years) impacts)

a. Health/safety:
i. 
Does the use of herbicides change over time and is the population's health affected negatively/positively?


b. Other farmers' democratic rights and profitability
i. 
Is there a coexistence regulation, and are measures implemented?
ii. 
Is there a system for preventing spread of the HT crop to other, non-GM crops?
iii. 
Will other farmers be more/less affected by weeds?

c. Employment
i. 
Does cultivation of the HR plant create increased/reduced employment locally, regionally and nationally?
ii. 
Does cultivation of the HR plant create increased/reduced employment for women?

d. Land ownership
i. 
Does the cultivation of HR crops alter ownership related to land and seeds in the area?

e. Advantages for consumers
i. 
Does the cultivation of the HR plant create increased/reduced benefits for the consumer?

f. Surveillance/logistics
i. 
Does the HR plant increase/decrease the need for surveillance and logistics?
5. 
Conservation of biodiversity:


a. What regulations does the cultivating country have for herbicide use and are these regulations 
implemented?

b. Is the HR plant cultivated in an area defined as centre of origin or centre of diversity for the 
corresponding non-GM plant?

c. Does the HR plant contribute to a greater expansion of monoculture?

d. Is the HR plant freely accessible to further plant breeding?

e. Is the economy in the cultivating country negatively affected by reduced biodiversity?

6. 
Free choice of future agricultural system


a. Does cultivation of the HR plant exclude a shift to other agricultural systems in the future, such 
as organic or non-GM agriculture?
4.
Elements from the Voluntary guidelines on biodiversity-inclusive environmental impact assessment (Annex to decision VIII/28 of the Conference of the Parties to the Convention on Biological Diversity)
(i) Would the intended activity affect the biophysical environment directly or indirectly in such a manner or cause such biological changes that it will increase risks of extinction of genotypes, cultivars, varieties, populations of species, or the chance of loss of habitats or ecosystems? 
(ii) Would the intended activity surpass the maximum sustainable yield, the carrying capacity of a habitat/ecosystem or the maximum allowable disturbance level of a resource, population, or ecosystem, taking into account the full spectrum of values of that resource, population or ecosystem?
(iii) Would the intended activity result in changes to the access to, and/or rights over biological resources?
(iv) Would the intended activity lead, either directly or indirectly, to serious damage or total loss of (an) ecosystem(s), or land-use type(s), thus leading to a loss of ecosystem services of scientific/ecological value, or of cultural value?
(v) Does the intended activity affect the sustainable human exploitation of (an) ecosystem(s) or land-use type(s) in such manner that the exploitation becomes destructive or non-sustainable (i.e. the loss of ecosystem services of social and/or economic value)?
(vi) Would the intended activity cause a direct or indirect loss of a population of a species?
(vii) Would the intended activity affect sustainable use of a population of a species?
(viii) Would the intended activity result in extinction of a population of a localized endemic species of scientific, ecological, or cultural value?
(ix) Does the intended activity cause a local loss of varieties/cultivars/breeds of cultivated plants and/or domesticated animals and their relatives, genes or genomes of social, scientific and economic importance?

5. 
Scenarios to illustrate socio-economic considerations outside of impact on biodiversity

Example 1 – The reduced use of pesticide(s) and the associated increase in number of beneficial predatory insects in the case of a pest resistant crop (e.g., Bt cotton). In this situation, there are no potential adverse impacts on biodiversity or SEC arising from impacts on biodiversity. There is however a number of SEC that arise but they are not from impacts on biodiversity. These include: (1) Reduced exposure of workers to pesticides; (2) Reduced production costs for farmers due to reduced use of pesticides and fossil fuels; and (3) Reduced production costs for farmers due to reduced use of pesticides and fossil fuels.

Example 2 – As a pest resistant crop is grown over larger areas it has been demonstrated that target pest populations decrease, resulting in reduced pest pressure in adjacent fields, including conventional crops. As in the previous case, there are no potential adverse impacts on biodiversity or SEC arising from impacts on biodiversity but there are SEC that do not arise from impacts on biodiversity, e.g., reduction of production costs and/or increased productivity for farmers in adjacent fields.

Example 3 – In the case where resistance emerges to a pest resistant crop (e.g., because functional refuges were not present), then the substitution of broad spectrum insecticides for microbial pesticides that are no longer effective due to resistance development could have localized impacts on biodiversity. SEC in this case might arise as farmers may have increased production costs due to the need to use other pesticides in adjacent fields to manage resistance. SEC not arising from impacts on biodiversity could include increased production costs in the pest resistant crop due to use of alternative pest management approaches.

There are other examples of SEC that do not arise from impacts on biodiversity, such as:

• Perceived ethical or spiritual issues or religious values;
• Micro-economic changes at the individual, household or community level;
• Changes in product availability/impacts on consumer choice;
• Economic loss if out-crossing of GM pollen results in noncompliance with thresholds; and
• Displacement of economic activity in case a GM product appears in high demand by farmers.
6.
Recommendations on socio-economic considerations from an independent Committee of Scientific Experts (UK)
(i) Take account of benefits as well as risks,  

(ii) Be evidence based, 

(iii) Recognize that an opportunity will often be needed to assess the impact of novel crops and practices on a limited scale, before widespread use, 

(iv) Be based on comparative assessment with current crops and practices, 

(v) Protect and nurture opportunities for innovation and therefore choice of comparator should take care to avoid the rejection of novel crops and practices while retaining more damaging established crops and practices, 

(vi) Be straightforward to apply, 

(vii) Be sensitive to the competitiveness of all sectors of [UK] agriculture.

C.
Socio-economic considerations from impacts with regard to the value of biological diversity to indigenous and local communities  
1.
Excerpt from the Explanatory Guide to the Cartagena Protocol on Biosafety on the possible value of biological diversity to indigenous and local communities 

“Socio-economic considerations with respect to the value of biological diversity to indigenous and local communities may also refer to the impact of introduction of LMOs on the ability of indigenous and local communities to make use of the biological diversity upon which their community’s survival and traditional livelihood depends. These socio-economic considerations may include, inter alia, the impact that decisions on imports or other domestic LMO regulatory measures may have on: 

a) the continued existence and range of diversity of the biological resources in the areas inhabited or used by indigenous or local communities;  
b) the loss of access to genetic and other natural resources, previously available to indigenous or local communities in their territories; or  
c) the loss of cultural traditions, knowledge, and practices in a particular indigenous or local community as a result of the loss of biological diversity in their territory”

2.
Elements from Akwé: Kon Voluntary Guidelines 

Paragraph 27: In determining the scope of a cultural impact assessment, the following should be considered: 
(i) Possible impacts on continued customary use of biological resources;

(ii) Possible impacts on the respect, preservation, protection and maintenance of traditional knowledge, innovations and practices; 

(iii) Protocols; 

(iv) Possible impacts on sacred sites and associated ritual or ceremonial activities;

(v) Respect for the need for cultural privacy; and 

(vi) Possible impacts on the exercise of customary laws.
Paragraph 43: In determining the scope of a social impact assessment, the following should be considered: 
(i) Baseline studies; 

(ii) Economic considerations; 

(iii) Possible impacts on traditional systems of land tenure and other uses of natural resources; 

(iv) Gender considerations; 

(v) Generational considerations; 

(vi) Health and safety aspects; 

(vii) Effects on social cohesion; 

(viii) Traditional lifestyles; and 

(ix) The possible impact on access to biological resources for livelihoods.
Paragraph 52: The following general considerations should also be taken into account when carrying out an impact assessment for a development proposed to take place on, or which is likely to impact on, sacred sites and on lands and waters traditionally occupied or used by indigenous and local communities:
(i) Prior informed consent of the affected indigenous and local communities; 

(ii) Gender considerations; 

(iii) Impact assessments and community development plans; 

(iv) Legal considerations; 

(v) Ownership, protection and control of traditional knowledge, innovations and practices and  technologies used in cultural, environmental and social impact assessment processes; 

(vi) Mitigation and threat-abatement measures; 

(vii) Need for transparency; and 

(viii) Establishment of review and dispute resolution procedures.

D.
International obligations and socio-economic considerations
Excerpts of provisions
(i) General Agreement on Tariffs and Trade (GATT)  
Article III: National Treatment on Internal Taxation and Regulation
4.
The products of the territory of any contracting party imported into the territory of any other contracting party shall be accorded treatment no less favourable than that accorded to like products of national origin in respect of all laws, regulations and requirements affecting their internal sale, offering for sale, purchase, transportation, distribution or use. The provisions of this paragraph shall not prevent the application of differential internal transportation charges which are based exclusively on the economic operation of the means of transport and not on the nationality of the product.
Article XX: General Exceptions
Subject to the requirement that such measures are not applied in a manner which would constitute a means of arbitrary or unjustifiable discrimination between countries where the same conditions prevail, or a disguised restriction on international trade, nothing in this Agreement shall be construed to prevent the adoption or enforcement by any contracting party of measures:
(a)
necessary to protect public morals;

(b)
necessary to protect human, animal or plant life or health;

(c)
relating to the conservation of exhaustible natural resources if such measures are made effective in conjunction with restrictions on domestic production or consumption.

(ii) The World Trade Organization Agreement on the Application of Sanitary and Phytosanitary Measures (SPS Agreement)
Article 5: Assessment of Risk and Determination of the Appropriate Level of Sanitary or Phytosanitary Protection

3. In assessing the risk to animal or plant life or health and determining the measure to be applied for achieving the appropriate level of sanitary or phytosanitary protection from such risk, Members shall take into account as relevant economic factors: the potential damage in terms of loss of production or sales in the event of the entry, establishment or spread of a pest or disease; the costs of control or eradication in the territory of the importing Member; and the relative cost-effectiveness of alternative approaches to limiting risks.

7. In cases where relevant scientific evidence is insufficient, a Member may provisionally adopt sanitary or phytosanitary measures on the basis of available pertinent information, including that from the relevant international organizations as well as from sanitary or phytosanitary measures applied by other Members. In such circumstances, Members shall seek to obtain the additional information necessary for a more objective assessment of risk and review the sanitary or phytosanitary measure accordingly within a reasonable period of time.

Annex A: Definitions

3. 
International standards, guidelines and recommendations

(a) 
for food safety, the standards, guidelines and recommendations established by the Codex Alimentarius Commission relating to food additives, veterinary drug and pesticide residues, contaminants, methods of analysis and sampling, and codes and guidelines of hygienic practice; 
(b) 
for animal health and zoonoses, the standards, guidelines and recommendations developed under the auspices of the International Office of Epizootics; 
(c) 
for plant health, the international standards, guidelines and recommendations developed under the auspices of the Secretariat of the International Plant Protection Convention in cooperation with regional organizations operating within the framework of the International Plant Protection Convention; and
(d) 
for matters not covered by the above organizations, appropriate standards, guidelines and recommendations promulgated by other relevant international organizations open for membership to all Members, as identified by the Committee.

(iii) Convention on Biological Diversity
Article 8: In-situ Conservation
(j) 
Subject to its national legislation, respect, preserve and maintain knowledge, innovations and practices of indigenous and local communities embodying traditional lifestyles relevant for the conservation and sustainable use of biological diversity and promote their wider application with the approval and involvement of the holders of such knowledge, innovations and practices and encourage the equitable sharing of the benefits arising from the utilization of such knowledge, innovations and practices;
Article 10:  Sustainable Use of Components of Biological Diversity 

(c) 
Protect and encourage customary use of biological resources in accordance with traditional cultural practices that are compatible with conservation or sustainable use requirements;
(iv)
International Treaty on Plant Genetic Resources for Food and Agriculture

Article 5 - Conservation, Exploration, Collection, Characterization, Evaluation and Documentation of Plant Genetic Resources for Food and Agriculture 
5.1  
Each Contracting Party shall, subject to national legislation, and in cooperation with other Contracting Parties where appropriate, promote an integrated approach to the exploration, conservation and sustainable use of plant genetic resources for food and agriculture and shall in particular, as appropriate:

(a) 
Survey and inventory plant genetic resources for food and agriculture, taking into account the status and degree of variation in existing populations, including those that are of potential use and, as feasible, assess any threats to them;

(b) 
Promote the collection of plant genetic resources for food and agriculture and relevant associated information on those plant genetic resources that are under threat or are of potential use;

(c) 
Promote or support, as appropriate, farmers and local communities’ efforts to manage and conserve on-farm their plant genetic resources for food and agriculture;

(d) 
Promote in situ conservation of wild crop relatives and wild plants for food production, including in protected areas, by supporting, inter alia, the efforts of indigenous and local communities;

(e) 
Cooperate to promote the development of an efficient and sustainable system of ex situ conservation, giving due attention to the need for adequate documentation, characterization, regeneration and evaluation, and promote the development and transfer of appropriate technologies for this purpose with a view to improving the sustainable use of plant genetic resources for food and agriculture;

(f) 
Monitor the maintenance of the viability, degree of variation, and the genetic integrity of collections of plant genetic resources for food and agriculture.

5.2  
The Contracting Parties shall, as appropriate, take steps to minimize or, if possible, eliminate threats to plant genetic resources for food and agriculture.
Article 6 – Sustainable Use of Plant Genetic Resources

6.1
The Contracting Parties shall develop and maintain appropriate policy and legal measures that promote the sustainable use of plant genetic resources for food and agriculture.
6.2
The sustainable use of plant genetic resources for food and agriculture may include such measures as:
(a) 
pursuing fair agricultural policies that promote, as appropriate, the development and maintenance of diverse farming systems that enhance the sustainable use of agricultural biological diversity and other natural resources;
(b) 
strengthening research which enhances and conserves biological diversity by maximizing intra- and inter-specific variation for the benefit of farmers, especially those who generate and use their own varieties and apply ecological principles in maintaining soil fertility and in combating diseases, weeds and pests;

(c) 
promoting, as appropriate, plant breeding efforts which, with the participation of farmers, particularly in developing countries, strengthen the capacity to develop varieties particularly adapted to social, economic and ecological conditions, including in marginal areas;
(d) 
broadening the genetic base of crops and increasing the range of genetic diversity available to farmers;

(e) 
promoting, as appropriate, the expanded use of local and locally adapted crops, varieties and underutilized species;
(f) 
supporting, as appropriate, the wider use of diversity of varieties and species in on-farm management, conservation and sustainable use of crops and creating strong links to plant breeding and agricultural development in order to reduce crop vulnerability and genetic erosion, and promote increased world food production compatible with sustainable development; and

(g) 
reviewing, and, as appropriate, adjusting breeding strategies and regulations concerning variety release and seed distribution.
Article 9 - Farmers's Rights

9.1
 The Contracting Parties recognize the enormous contribution that the local and indigenous communities and farmers of all regions of the world, particularly those in the centres of origin and crop diversity, have made and will continue to make for the conservation and development of plant genetic resources which constitute the basis of food and agriculture production throughout the world.
9.2  
The Contracting Parties agree that the responsibility for realizing Farmers's Rights, as they relate to plant genetic resources for food and agriculture, rests with national governments. In accordance with their needs and priorities, each Contracting Party should, as appropriate, and subject to its national legislation, take measures to protect and promote Farmers's Rights, including:

(a) 
protection of traditional knowledge relevant to plant genetic resources for food and agriculture;
(b) 
the right to equitably participate in sharing benefits arising from the utilization of plant genetic resources for food and agriculture; and

(c) 
the right to participate in making decisions, at the national level, on matters related to the conservation and sustainable use of plant genetic resources for food and agriculture.
9.3  
Nothing in this Article shall be interpreted to limit any rights that farmers have to save, use, exchange and sell farm-saved seed/propagating material, subject to national law and as appropriate.
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http://www.regjeringen.no/en/dep/md/documents-and-publications/acts-and-regulations/regulations/2005/regulations-relating-to-impact-assessmen.html?id=440455
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� The issues identified and the views expressed under this section have strong link and relevance to the discussions in the context of the next set of questions. 
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� Mackenzie, Ruth, Burhenne-Guilmin, Françoise, La Viña, et. Al. An Explanatory Guide to the Cartagena Protocol on Biosafety (IUCN: Gland, Switzerland and Cambridge, UK, 2003) at para 632, available at: � HYPERLINK "http://data.iucn.org/dbtw-wpd/edocs/EPLP-046.pdf" �http://data.iucn.org/dbtw-wpd/edocs/EPLP-046.pdf�.  


� Secretariat of the Convention on Biological Diversity, Akwé: Kon Voluntary Guidelines for the Conduct of Cultural, Environmental and Social Impact Assessment regarding Developments Proposed to Take Place on, or which are Likely to Impact on, Sacred Sites and on Lands and Waters Traditionally Occupied or Used by Indigenous and Local Communities Montreal (2004), available at: � HYPERLINK "https://www.cbd.int/doc/publications/akwe-brochure-en.pdf" �https://www.cbd.int/doc/publications/akwe-brochure-en.pdf�. [Akwé: Kon Voluntary Guidelines]
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