The Charge and Questions





Introduction
The FDA believes that it is important for developers of food produced through bioengineering, as part of food safety assessment, to evaluate the potential allergenicity of the newly introduced proteins in these foods. The approach currently used by developers was recommended by scientists at the 1994 Allergenicity Conference sponsored by EPA, USDA, and FDA and endorsed by the FDA's Food Advisory Committee. This approach relies upon comparing the protein’s characteristics to those of known allergens. Because exceptions have been reported for the observed characteristics of allergens and no one factor is fully predictive, the conference scientists recommended that an assessment of allergenicity be based on the totality of available information. Developers have used this approach to evaluate the potential allergenicity of new proteins. 

Developers have evaluated several new proteins in bioengineered foods to date under FDA's consultation process. These proteins are metabolic enzymes or other substances that occur in very low amounts in the food and are similar in structure and/or function to other proteins currently found in food. These new proteins do not exhibit the characteristic properties of food allergens, and the FDA is not aware of any evidence that foods containing these proteins have been harmful to consumers. The FDA believes that the current approach is scientifically sound for the types of proteins evaluated to date. The FDA further believes that its approach is consistent with the approach that is being proposed by the Codex Ad Hoc Intergovernmental Task Force on Foods Derived from Biotechnology.

The FDA intends to develop draft guidance for developers on assessing potential allergenicity of new proteins in bioengineered foods. This draft guidance would be designed to apply to the types of proteins that FDA has evaluated to date. FDA intends to base its draft guidance on the current state of scientific understanding in this field, taking into account the Agency's current approach, the approach proposed by the Codex, and other relevant information including recommendations made by the Subcommittee. FDA recognizes that future scientific advances may mean that the agency will modify its draft guidance to industry in the future. At this first meeting, FDA seeks the Subcommittee's initial input to assist the agency in developing its draft guidance. FDA intends to ask the Subcommittee to discuss the draft guidance at a future meeting.

Charge

The task before the Food Biotechnology Subcommittee (Subcommittee) is to consider the current FDA and international approaches for evaluating potential allergenicity of proteins introduced into bioengineered foods. Specifically, there are several issues for which FDA would like feedback from the Subcommittee:

Issues

1. Are there particular aspects of the international approach as outlined in the Codex Annex, "Assessment of Possible Allergenicity (Proteins)," that the Subcommittee believes FDA should emphasize in its draft guidelines?

2. Are there areas of allergenicity research (e.g., basic mechanisms of food allergy, digestibility, animal models, serum testing, sequence homology, etc.) that the Subcommittee believes would contribute to allergenicity assessment? If so, how might FDA further this research objective?  

3. Does the Subcommittee have suggestions regarding the development of draft guidance that may aid in enhancing public understanding of the agency's approach to assessing potential allergenicity for bioengineered foods?

