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                To the Editor:
Recently, the US Department of Agriculture (USDA) Animal and Plant Health Inspection Service (APHIS) has categorized as outside the scope of its regulations several genetically engineered (GE) crops that rely on either new approaches or new wrinkles on traditional recombinant DNA techniques in their provenance. Indeed, a survey of recent inquiries to APHIS suggests that the number of entities seeking nonregulated status for their products has been on the increase. Many of these inquiries originate from public institutions or small biotech companies, suggesting that the use of technologies, such as null segregants, novel delivery systems, cisgenesis/intragenesis and site-directed nucleases, may be a deliberate strategy for smaller entities to navigate the US GE crop regulatory framework. The fact that the US Coordinated Framework is on the one hand failing to oversee these new product types and on the other overregulating GE crops and technologies with proven track records of safety should be a cause for concern. We conclude that it is time to reevaluate the US regulatory framework for GE crops and build a system that is based on science, with enough flexibility to evolve with accumulating scientific knowledge and technologies and, importantly, that allows the participation of small companies and public sector institutions.
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                    Figure 1: Deregulated and nonregulated status determinations issued by APHIS.[image: ]
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