Policies, laws, regulations and guidelines providing for definitions of socio-economic considerations
Background
The Conference of the Parties serving as the Meeting of the Parties to the Cartagena Protocol on Biosafety (COP-MOP), at its seventh meeting, requested the Executive Secretary to compile and disseminate information on, inter alia, policies, laws regulations and guidelines providing for definitions of socio-economic considerations.
In accordance with Article 20(3)(a), Parties are required to make available to the Biosafety Clearing House (BCH) any existing laws, regulations and guidelines for implementation of the Protocol. The Secretariat carried out a review of laws, regulations and guidelines available in the BCH and compiled definitions of socio-economic considerations contained in these instruments. The Secretariat also consulted national biosafety frameworks and carried out internet searches to identify relevant instruments of Parties to the Cartagena Protocol on Biosafety that were not available in the BCH. Some instruments could not be consulted due to the unavailability of translations. The Secretariat has not contacted Parties in carrying out this review and the results may therefore be incomplete and might contain references to instruments that are no longer in force.
Findings

Several instruments provide descriptions of elements of socio-economic considerations, rather than specific definitions. Instruments of 19 Parties were found to contain such descriptions or definitions. The results are presented in alphabetical order. The description and definition provided in one regional instrument is provided at the end of the document. The definitions and descriptions are provided in English, French or Spanish.
Austria
Paragraph 63(1) 
 
Social intolerance of products in accordance with § 54 para. 1 exists if on the basis of facts it can be assumed that such products could result in an irreversible burden on society or on groups in society, and if this burden appears unacceptable to society for economic, social or moral reasons.

Burkina Faso

Article 30

L'autorité nationale compétente ne peut délivrer une autorisation que si elle établit que l'importation, l'utilisation confinée, la dissémination ou la mise sur le marché de l'organisme génétiquement modifié ou d'un produit dérivé:

- profite au pays sans causer de risque dommageable pour la santé humaine, animale, la diversité biologique et l'environnement;

- participe au développement durable;

- ne nuit pas à l'environnement socio-économique;

- n'est pas contraire aux règles d'éthique.


Article 34

Avant toute utilisation des organismes génétiquement modifiés dans l'environnement, une étude des impacts d'ordre éthique, social et économique sur les populations locales ou riveraines doit être menée par l'autorité nationale compétente en collaboration avec les autres administrations concernées.

La responsabilité financière de l'étude d'impact est à la charge de l'utilisateur.
Cambodia

Article 4

Damage to the sustainable use of biodiversity: refers to the depletion of both quantities and qualities of biodiversity components that might have an adverse effect to following uses of such components and lead to loss of economics, loss of incomes, disturbs to livelihoods of local communities or reducing common use rights.

Cameroon
Article 32

(1) Avant toute dissémination intentionnelle des organismes génétiquement modifiés dans l'environnement, une étude minutieuse des impacts d'ordre éthique et socio-économique sur les populations locales ou riveraines doit être menée par l’Administration compétente en collaboration avec les Administrations concernées. Une telle étude doit inclure les effets sur :

- le marché traditionnel et les revenus à l'exportation ;

- la santé ;

- les systèmes de production ;

- les considérations éthiques, morales et sociales ;

- la valeur économique réelle des espèces traditionnelles, susceptibles d'être affectées par l'introduction.
Colombia

Artículo 2.- Ambito de aplicación.
 
El presente decreto se aplicará al movimiento transfronterizo, el tránsito, la manipulación y la utilización de los Organismos Vivos Modificados -OVM- que puedan tener efectos adversos para el medio ambiente y la diversidad biológica, teniendo en cuenta los riesgos para la salud humana, la productividad y la producción agropecuaria.

Artículo 16.- Objeto de la evaluación del riesgo. 
La Evaluación del Riesgo se realizará caso por caso, teniendo en cuenta criterios e instrumentos de acuerdo con los avances técnicos y científicos disponibles que se presenten en la materia, con el objeto de:

b) Identificar y valorar los potenciales efectos directos e indirectos sobre la salud humana, el ambiente y la biodiversidad, la producción o productividad agropecuaria y cuando se requiera, los potenciales efectos socioeconómicos que puedan derivarse.
Costa Rica

Artículo 53
 

Régimen de responsabilidad sobre la contaminación por materiales genéticamente modificados en la actividad agropecuaria orgánica. 
La contaminación de la actividad agropecuaria orgánica con OGMs de acuerdo a lo estipulado en la Convención de Diversidad Biológica, contempla al menos la posibilidad de producir:

1. Daños a la salud pública, tales como pérdida de calidad de vida, perjuicios a la salud, pérdida de soberanía alimentaria.

2. Daños a la diversidad biológica y a su utilización sustentable, tales como cualquier cambio significativo o mesurable en cantidad o calidad de los organismos dentro de las especies o los ecosistemas, así como la pérdida o reducción de ganancias económicas directamente originadas por el interés económico en cualquier uso del medio ambiente y de la diversidad biológica perjudicado por la utilización, manipulación, uso o transporte de OGMs.

3. Daños ocasionados por ofensas a los conocimientos y prácticas de las comunidades locales y poblaciones indígenas en cuanto al manejo orgánico de su producción, tales como la pérdida de prácticas culturales relacionadas a la biodiversidad, el perjuicio económico a las comunidades derivado de la pérdida o imposibilidad de realizar prácticas culturales, o la pérdida de seguridad alimentaria derivada de la modificación en la utilización de prácticas de uso sustentable de la biodiversidad.

Ethiopia
Article 2(8) 

“socio-economic impact” means any direct or indirect adverse effect that results from a transaction on the social or cultural conditions, the livelihood or indigenous knowledge systems or technologies of a local community, including on the economy of the country.

Article 4.7
  

Socio-economic considerations 

Anticipated changes in the existing social or economic conditions or cultural norms resulting from the transaction;
a) Possible threats to biological diversity, traditional crops or other products and, in particular, farmers' varieties and sustainable agriculture;

b) Risks likely to be posed by the possibility of substituting traditional crops, products or indigenous technologies with the transaction;

c) Anticipated socio-economic impacts on loss of genetic diversity, employment, market opportunities and, in general, means of livelihood of the communities likely to be affected; 

d) Changes to the biochemistry and usefulness of the species, including biopharming with animals, crops or forage plants to produce medicines or other chemicals and the spread of the changed trait and the consequent reduction of the usefulness of the species, especially to local farming or pastoralist communities;

e) Possible countries or communities outside of Ethiopia likely to be affected by disruptions to their social or economic welfare;

f) Possible effects within Ethiopia or in neighbouring countries which are contrary to the social, cultural, ethical or religious values of communities. 

Indonesia
Article 3

This government regulation is based on the precautionary approach to contribute to ensuring environmental safety, food safety and or animal feed safety based on an accurate scientific method by considering religious, ethic, socio-cultural and esthetic norms. "

Explanatory notes:

In this government regulation the precautionary approach shall be implemented as such provided that prior to a GEP is implemented a biosafety assessment and or food safety and or animal feed safety (risk assessment and management) will need to be conducted by using an accurate scientific method by considering social, economic, and ethical factors to guarantee that the risk of using GEP on environment and human health shall be acceptable based on the existing regulation. Consideration in term of religion, ethic, socio culture among others genes transformed into GEP shall not coming from organism violating certain religious norms accepted in the country, shape or phenotype of GEP animal should equal to its parental in line with prevailing esthetic norm.
Malaysia
Section 25

Socio-economic considerations

The Board or the Minister, in taking into account socio-economic considerations pursuant to section 35 of the Act, may consider –

(a) the changes in the existing social and economic patterns and means of livelihood of the communities that are likely to be affected by the introduction of the living modified organisms or products of such organisms;

(b) the effects to the religion, social, cultural and ethical values of communities arising from the use or release of the living modified organisms or products of such organisms.
Mali

Article 2(l)

« Impact socio-économique » : désigne les effets directs ou indirects d’un organisme génétiquement modifié ou du produit dérivé d'un organisme génétiquement modifié sur l’économie ou sur les conditions socioculturelles ou sur  le mode de vie ou les systèmes ou techniques de connaissances d’une ou  plusieurs communautés indigènes, notamment sur l’économie du  pays.

Article 63

La responsabilité et la réparation s’étendront aussi aux considérations socioéconomiques : 

- les nuisances et les dommages causés directement ou indirectement par l'organisme génétiquement modifié ou le produit dérivé d'un organisme génétiquement modifié à l'économie ;

- les conditions sociales et culturelles, notamment les effets négatifs sur les modes de vie, les connaissances ou technologies traditionnelles d’une ou de plusieurs communautés ; 

- les dommages et pertes causés par des troubles publics suscités par l'organisme génétiquement modifié ou le produit d'un organisme génétiquement modifié ; 

- la destruction totale ou partielle des systèmes de production industrielle ou agricole, la perte de récoltes, la contamination des sols ; 

- les dommages causés à la diversité biologique, à l'économie d'une région et tout autre dommage et  intérêts indirects.
Nigeria

Section 24(3)

Any person, institution or body that submits an application under this section for the commercial release of a genetically modified organism must ensure that the application addresses the socio-economic considerations set out in the Third Schedule to this Act.
Schedule 3

Risk assessment parameters

The user or applicant in respect of genetically modified organisms shall carry out an assessment prior to use or release of genetically modified organisms or products thereof as regards the risks to human, animal health, biological diversity, the environment and the socio-economic welfare of societies and its assessments shall take Senate Page 19 of 24 the following parameters into consideration including any other parameter seemed to be relevant in the circumstances).

Paragraph 79

(a) Anticipated changes in the existing social and economic patterns resulting from the introduction of the GMO or product thereof; 

(b) Possible threats to biological diversity, traditional crops or other products and, in particular, farmers’ varieties and sustainable agriculture;

(c) Impacts likely to be posed by the possibility of substituting traditional crops, products and indigenous technologies through modern biotechnology outside of their agro-climatic zones;

(d) Anticipated social and economic costs due to loss of genetic diversity, employment, market  opportunities and in general, means of livelihood of the communities likely to be affected by the introduction of the GMO or product thereof;

(e) Possible countries and/or communities to be affected in terms of disruptions to their social and economic welfare;

(f) Possible effects which are contrary to the social, cultural, ethical and religious values of communities arising from the use or release of the GMO or product thereof.

Norway
Section 17
 

Other consequences of the production and use of genetically modified organisms 

To the extent necessary and practicable, an impact assessment shall in accordance with Appendix 4 give an account of other consequences of the project than those on the environment and human and animal health, including: 

1. positive or negative effects of the project in relation to sustainable development, 

2. ethical considerations that may arise in connection with the use of the genetically modified organism(s), and

3. any favourable or unfavourable social consequences that may arise from the use of the genetically modified organism(s).


Appendix 4
 
Evaluation of ethical considerations, sustainability and benefit to society, CF section 17 of the regulations

The comments on section 10, second paragraph, make it clear that when applications for deliberate release pursuant to the Act are considered, any benefits to society and contributions to sustainable development are to be used both as independent criteria for the evaluation of applications and as criteria that may make result in less strict application of the requirement that the release of genetically modified organisms must not have adverse effects on health or the environment. An evaluation of benefits to society and contribution to sustainable development should be based on the principles of cost-benefit analysis.

Philippines

Section 2(5) 

The socio-economic, ethical, and cultural benefits and risks, of modern biotechnology to the Philippines and its citizens, and in particular on small farmers, indigenous peoples, women, small and medium enterprises and the domestic scientific community, shall be taken into account in implementing the NBF.
Section 5.4

Consistent with Article 26 of the Cartagena Protocol, concerned government departments and agencies may take into account socio-economic considerations arising from the impact of regulated articles on the conservation and sustainable use of biological diversity, especially with regard to the value of biological diversity to indigenous and local communities. The NCBP shall issue guidelines consistent with internationally accepted standards relating to the conduct of social, economic, ethical, cultural and other assessments, as appropriate, prior to decisions to commercialize products of modem biotechnology.
Saint Kitts and Nevis
Section 2

“socio-economic impact” means the direct or indirect effects to the economy, social or cultural practices, livelihoods, indigenous knowledge systems, or indigenous technologies as a result of the intentional introduction into the environment, domestic use, contained use or import of the genetically modified organism or product.
Senegal
Article 3

Au sens de la présente loi, on entend par :

« Evaluation des risques » : toute procédure scientifiquement reconnue permettant d’identifier et d’évaluer les impacts potentiels directs et/ou indirects à court, moyen ou long terme d’organismes génétiquement modifiés ou de produits dérivés d’organismes génétiquement modifiés sur la santé humaine et animale, l’écologie, l’agriculture, la nutrition, l’environnement, la diversité biologique, le commerce et l’industrie, l’économie, les pratiques sociales et culturelles, les valeurs morales et éthiques, les droits de l’homme ou les connaissances et technologies propres à la société ;

ANNEXE 2

Évaluation des risques biotechnologiques

L’utilisateur devra procéder à une évaluation avant l’utilisation et la dissémination d’organismes vivants modifiés ou produits de tels organismes relative aux risques pour la santé humaine et animale, la diversité biologique, l’environnement et le bien être socio-économique des sociétés concernées. Cette évaluation devra prendre en considération les critères suivants ainsi que tout autre critère jugé pertinent :

Considerations:

-D’ordre socio-économique

-D’ordre commercial

-D’ordre éthique

-D’ordre culturel

-D’ordre religieux

-Liées à la durabilité de l’utilisation de l’OGM.

South Africa
Section 5

(1) An assessment of socio-economic impact may include but is not limited to information on the impact of the activity on the following- 

(a) the continued existence and range of diversity of the biological resources,

(b) access to genetic and other natural resources previously available,

(c) cultural traditions, knowledge, and practices,

(d) income, competitiveness or economic markets, and

(e) food security.

Togo

Article 5

Aux fins de la présente loi, les termes ci-après s’entendent comme suit:
(10) impacts sur les tissus socio-économiques: les effets directs ou indirects sur l’économie, les pratiques socioculturelles, les conditions d’existence, les systèmes de connaissances ou de technologies endogènes 

Article 31

L’autorité nationale compétente ne peut délivrer une autorisation que si l’importation, l’utilisation confinée, le développement, la dissémination volontaire ou la mise sur le marché des OGM et/ou de leurs produits dérivés :

- est bénéfique pour le Togo et que les risques sont acceptables ou gérables en matière de santé humaine et animale, de conservation de la diversité biologique et de protection de tissu socio-économique et des valeurs culturelles;

- participe à l’utilisation durable des ressources biologiques;

- répond aux valeurs éthiques, religieuses et aux préoccupations des communautés et ne menace pas les connaissances et technologies traditionnelles.


Article 98

La responsabilité s’étend aussi aux préjudices causés directement ou indirectement par les OGM et/ou leurs produits dérivés au tissu socio-économique et aux valeurs culturelles.

Les préjudices visés par la présente loi sont notamment la destruction totale ou partielle de productions industrielles ou agricoles, la perte de récoltes, la contamination des sols, la perturbation des écosystèmes, la perte de la vie et autres atteintes à la santé humaine ou animale, les perturbations à l’économie d’une zone ou aux valeurs culturelles d’une communauté.

United Republic of Tanzania

Regulation 3

In these Regulations, unless the context requires otherwise- 

“socio-economic impact” means the direct or indirect effects to the economy, social or cultural practices, livelihoods, indigenous knowledge systems, or indigenous technologies as a result of the import, release, contained use, handling or placing on the market of GMOs or their products;

Regulation 26
 
(1) Prior to any deliberate release of GMOs into the environment, a thorough study of-
a) their ethical and social-economic impact on the local population; concerned;

b) the traditional market and export earnings;

c) health;

d) production systems;

e) ethical, moral and social considerations;

f) the actual economic value of traditional species likely to be affected by introduction of the GMOs, shall be conducted by the competent authority in collaboration with the service.
Regulation 59

Liability shall also extend to harm or damage caused directly or indirectly by the GMOs or products thereof to the economy, social or cultural principles, livelihoods, indigenous knowledge systems, or indigenous technologies. Such harm includes the following: disruption or damage to production systems, agricultural systems, reduction in yields, and damage to the economy of an areas or community.

THIRD SCHEDULE

RISK ASSESSMENT PARAMETERS

The assessment shall take the following parameters into consideration including any other parameter deemed to be relevant:
VII. Socio-economic considerations

In parallel to and simultaneous with the scientific risk assessment, an evaluation of the socio-economic risks shall be undertaken in consideration of the following, but not limited to:

1. Anticipated changes in the existing social and economic patterns resulting from the introduction of the genetically modified organism or product thereof;

2. Possible threats to biological diversity, traditional crops or other products and, in particular, farmers’ varieties and sustainable agriculture;

3. Impacts likely to be posed by the possibility of substituting traditional crops, products and indigenous technologies through modern biotechnology outside of their agro-climatic zones;

4. Anticipated social and economic costs due to loss of genetic diversity, employment, market opportunities and, in general, means of livelihood of the communities likely to be affected by the introduction of the genetically modified organisms or products thereof;

5. Possible countries and/or communities to be affected in terms of disruptions to their social and economic welfare;

6. Possible effects which are contrary to the social, cultural, ethical and religious values of communities arising from the use or release of the genetically modified organism or the product thereof.
Zambia

Section 2

In this Act, unless the context otherwise requires—
“ socio-economic impact ” means any direct or indirect effect to the economy, social or cultural practices, livelihoods, indigenous knowledge systems or indigenous technologies as a result of the import, transit, contained use, release or placing on the market of a genetically modified organism or a product of a genetically modified organism;

FOURTH SCHEDULE

RISK ASSESSMENT

B. Specific Information Requirements

The information required for risk assessment should include the following:

7. Socio-economic Considerations:

(a) anticipated changes in the existing social and economic patterns resulting from the introduction Biosafety of the genetically modified organism or product thereof;

(b) possible threats to biological diversity, traditional crops or other products and, in particular, farmer’s varieties and sustainable agriculture;

(c) impacts likely to be posed by the possibility of substituting traditional crops, products and indigenous technologies through modern biotechnology outside of their agro-climatic zones;

(d) anticipated social and economic costs due to loss of genetic diversity, employment, market opportunities and, in general, means of livelihood of the communities likely to be affected by the introduction of the genetically modified organism or product thereof;

(e) possible countries and/or communities to be affected in terms of disruptions to their social and economic welfare;
(f) possible effects, which are contrary to the social, cultural, ethical and religious values of communities arising from the use or release of the genetically modified organism or product thereof.


Regional Instrument: African Union
Article 2

For the purposes of this law: 

"Risk Assessment" means the identification and evaluation of the direct and indirect potential impacts of a GMO or a product of a GMO on the biological diversity, human and animal health, socio-economic consideration and ethical values of the country which may be posed by the making, import, transit, contained use, release or placing on the market of a genetically modified organism or a product of a genetically modified organism. This may include the evaluation of secondary and long-term effects.

"Socio-economic conditions" mean the conditions means the economic, social or cultural conditions, livelihoods, knowledge, innovations, practices and technologies of indigenous and local communities including the national economy.
Annex III

RISK ASSESSMENT PARAMETERS IN ACCORDANCE WITH ARTICLE 8(3)

The user shall carry out an assessment prior to the use or release of a genetically modified organism or a product of a genetically modified organism as regards the risks to human and animal health, biological diversity, the environment and the socio-economic welfare of societies. This assessment shall take the following parameters into consideration including any other parameter deemed to be relevant:

G. Socio-economic considerations:
1) Anticipated changes in the existing social and economic patterns resulting from the introduction of the genetically modified organism or a product of a genetically modified organism;

2) Possible threats to biological diversity, traditional crops or other products and, in particular, farmers' varieties and sustainable agriculture;

3) Impacts likely to be posed by the possibility of substituting traditional crops, products and indigenous technologies through modern biotechnology outside of their agro-climatic zones;

4) Anticipated social and economic costs due to loss of genetic diversity, employment, market opportunities and, in general, means of livelihood of the communities likely to be affected by the introduction of the genetically modified organisms or a product of a genetically modified organism;

5) Possible countries and/or communities to be affected in terms of disruptions to their social and economic welfare;

6) Possible effects, which are contrary to the social, cultural, ethical and religious values of communities arising from the use or release of the genetically modified organism or a product of a genetically modified organism.
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