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The United States is pleased to provide the following information in response to CBD Notification
No. 2019-031

Over the past 40 years, the United States has become the largest global producer of living
modified organisms (LMOs) and gained considerable experience in the “safe transfer, handling,
and use of LMOs.” Farmers, ranchers, and consumers all over the world have gained significant,
positive socioeconomic benefits and contributed to environmental sustainability by using LMOs.
In previous submissions, the United States, other governments, and stakeholders have described
these outcomes in detail. In light of these experiences, the United States appreciates the
opportunity to provide perspectives on the voluntary Guidance on the Assessment of Socio-
Economic Considerations in the Context of Article 26 of the Cartagena Protocol on
Biosafety(CPB) (hereafter the voluntary Guidance). The United States is of the view that if
Parties use this voluntary Guidance, it should be done in a manner consistent with the Cartagena
Protocol, as well as the country’s existing international obligations under other agreements.

(@)(i) Preliminary experiences using the voluntary Guidance

Given the short time since the conclusion of the Ninth Meeting of the Parties (MOP-9), the
United States notes that countries and interested stakeholders have had very limited time to
consider the voluntary Guidance. Without more time to deliberate, we consider it to be difficult
to evaluate the content of the voluntary Guidance and whether it is consistent with the CPB, and
to determine the voluntary Guidance’s relevance to obligations under other international
agreements.

The United States also notes that Parties have not decided on a definition of the term “socio-
economic considerations” and that it may be difficult to compare experiences regarding the
voluntary Guidance if countries use different definitions for this term. Thus, we believe that
Parties may also benefit from more time to deliberate on their own national priorities and needs.

The United States has reviewed the voluntary Guidance and notes several concerns regarding the
language used in the document as compared to the text of Article 26.

1. Article 26 describes a limited scope for socio-economic considerations, which is
obscured in the voluntary Guidance. Objectives are specified in the text of the CPB.
Avrticle 26 paragraph 1 states (emphasis added):

1. “The Parties, in reaching a decision on import under this Protocol or under its domestic
measures implementing the Protocol, may take into account, consistent with their international
obligations, socio-economic considerations arising from the impact of living modified
organisms on the conservation and sustainable use of biological diversity, especially with
regard to the value of biological diversity to indigenous and local communities.”
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In simplified language, the paragraph above states that parties may (but are not required to)
evaluate socio-economic considerations arising from the impact of an LMO on conservation
and sustainable use of biological diversity. Thus, in cases when an LMO does not result in
an impact on biological diversity, we consider that socio-economic considerations fall
outside the scope of Article 26. In the U.S. opinion, the voluntary Guidance uses general
language that does not align with the limited scope of Article 26 described above and could
be misleading.

The title of the voluntary Guidance: We are of the view that the voluntary Guidance could
indicate the nature of Article 26 by formally incorporating “Voluntary” into the title of the
document.

Parties have not decided on a definition of socioeconomic considerations: As described in
decision 8/13, Parties took note of the operational definition of socioeconomic considerations
within the revised Framework for Conceptual Clarity. Several Parties acknowledged
concerns with the operational definition for socio-economic considerations: a) the operational
definition references “ecological aspects,” which are environmental variables, not
socioeconomic variables; b) more broadly, socio-economic factors are difficult to generalize
across different cultures and countries. For context, we believe it would be useful if the
voluntary Guidance could acknowledge that Parties have not formally adopted the
operational definition.

“The overall assessment process” in the voluntary Guidance is misleadingly broad:

The steps outlined in the “overall assessment process” should be tailored to be focused on
decisions related to the import of LMOs, in line with Article 26.

Stage A (a): Parties planning a socioeconomic assessment in “Stage A” of the voluntary
Guidance are required to follow the objectives and provisions articulated in the CPB.
However, the “preparations for assessment” described in Stage A encourage countries to blend
national protection goals into socio-economic assessments conducted under the CPB. We
believe this may create confusion regarding the scope of CPB and make it difficult for Parties
to distinguish between an international obligation and a domestic priority.

Stage B: Broad language in the voluntary Guidance, such as “food security,” “nutritional
status,” or “relation between the impact of the LMO and socio-economic effects,” contemplate
socio-economic considerations that are broader than Article 26. Additionally, it is our view
that ecological and other environmental factors should be considered during a risk assessment
conducted in line with Article 15 — not under socio-economic considerations in Article 26.

Elements of the voluntary Guidance may be inconsistent with international obligations.
Stage B of the voluntary Guidance states that when assessing socio-economic effects, “other
accepted approaches where scientific methods are not applicable” can be used. Many other
internationally binding agreements, such as the World Trade Organization’s Agreement on
Sanitary and Phytosanitary Issues (WTO-SPS) and/or other bilateral or regional trade
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agreements, require that a measure bear a rational and objective relationship to the scientific
evidence and to the risk assessment. We consider that incorporating non-scientific factors
into a decision regarding an LMO that are at odds with a science-based risk assessment may
place countries in conflict with other legally binding agreements. Parties acknowledged this
in decision 9/14 with the following language: “nothing in the voluntary Guidance can be
interpreted or used to support non-tariff barriers to trade.” We believe that taking into
account socio-economic considerations should not result in a decision regarding an LMO that
is at odds with the results of a risk assessment based on measurable, scientifically validated
approaches. In our view, the voluntary Guidance should not encourage outcomes that could
put Parties at jeopardy of their international obligations.

(a)(i1) Examples of methodologies and applications of socio-economic considerations, in the light of
the elements of the voluntary Guidance, preferably in the form of case studies

The United States maintains that socio-economic assessments should remain distinct from risk
assessments and occur after a risk assessment is completed. We consider that if a science-based
environmental risk assessment identifies potential adverse effects of an LMO on the conservation
and sustainable use of biological diversity, policymakers can assess socio-economic factors when
conducting the risk management planning phase. Article 26 makes this distinction between risk
assessment and socio-economic assessments clear, by focusing on LMOs with an impact on the
conservation and sustainable use of biological diversity.

From the U.S. perspective, the voluntary Guidance does not recognize the difficulty in
conducting ex ante assessments of socio-economic factors. In our experience, it is possible to
gather sufficient information and analyze the nature of the social and economic changes
associated with a new technology once a technology has been in use for several years. In the
case of a number of genetically engineered crops used by American farmers, the Economic
Research Service of the U.S. Department of Agriculture (USDA-ERS) has researched, analyzed,
and reported on the nature of the socio-economic changes associated with specific crop varieties.
Examples can be found at https://www.ers.usda.gov/topics/farm-practices-
management/biotechnology/. However, it would not have been possible to draw valid
conclusions regarding these crops at the time that research and development began. Our
experiences have shown us that without scientifically validated data, economists cannot
necessarily predict how free markets, and as an extension individuals, will respond to the
presence of new technologies.

For any policy decision, sound risk management plans use a weight of evidence approach that
balances potential benefits with potential risks. The United States maintains that such weight of
evidence approaches — based in measurable data using scientific methods — are the best ways to
consider socio-economic factors when making a policy decision. Without quantifiable data, we
consider that incorporating perceived socio-economic factors into an assessment is speculative
and undermines a policymaker’s ability to make the best-informed decision.
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