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With the recent and successful commercialization of Bt cotton in India, the possibility of future approvals of additional genetically engineered crops seems more likely.  Significant public and private resources have been devoted to development of the technology with applications to various crops and traits.  Approval by the regulatory authorities remains a major hurdle to their eventual deployment.  The cost of conducting studies to address the safety issues related to deployment of genetically engineered crops may be the primary obstacle to additional releases of genetically engineered crops.

Private developers of genetically engineered crops must consider the regulatory costs of commercialization in addition to other costs of development and marketing in their decisions to invest in the technology.  Publicly funded projects, though subject to a different decision making calculus, should nonetheless consider the regulatory costs related to deployment of the technology.  In this regard, the public sector in particular, with less experience in the regulatory arena than the private sector, would benefit from a greater understanding of the magnitude of these costs.  If the regulatory costs become sufficiently high in relation to perceived benefits, public and private developers will abandon the technology for lower cost technology that does not require these investments.

Several variables affect the magnitude of the regulatory costs related to gaining approval for release.  The nature of the crop and the trait will dictate the types of risk issues that will need to be addressed in the regulatory review, and therefore the type and extent of studies required.  The availability of appropriate facilities to conduct the necessary studies will also influence the costs of conducting required testing.  Further, the sorts of safety data that are required may evolve over time as regulatory expertise develops.  

This paper will present case studies of regulatory costs for several genetically engineered crops that were developed or are in development for deployment in India:  Bt cotton, hybrid mustard and beta-carotene mustard.  For Bt cotton, which was already approved, and hybrid mustard, which is pending approval, the specific studies that have been conducted will be enumerated and the costs presented.  For beta-carotene mustard, which is in the early stages of development, a projected safety assessment will be described and costs estimated.

