Medical foods are foods that are specially formulated and intended for the dietary management of a disease that has distinctive nutritional needs that cannot be met by normal diet alone. In the United States they were defined in the Food and Drug Administration's 1988 Orphan Drug Act Amendments[1] and are subject to the general food and safety labeling requirements of the Federal Food, Drug, and Cosmetic Act. In Europe the European Food Safety Authority established definitions for "foods for special medical purposes" (FSMPs) in 2015. 
Definition 
Medical foods, called "food for special medical purposes" in Europe,[3] are distinct from the broader category of foods for special dietary use, from traditional foods that bear a health claim, and from dietary supplements. In order to be considered a medical food the product must, at a minimum:[4][5]
· be a food for oral ingestion or tube feeding (nasogastric tube)
· be labeled for the dietary management of a specific medical disorder, disease or condition for which there are distinctive nutritional requirements, and
· be intended to be used under medical supervision.
Medical foods can be classified into the following categories:
· Nutritionally complete formulas
· Nutritionally incomplete formulas
· Formulas for metabolic disorders
· Oral rehydration products
Regulation
Medical foods are regulated by the US Food and Drug Administration under the Food Drug and Cosmetic Act regulations. 21 CFR 101.9(j) (8).[1]
The term medical food, as defined in section 5(b) of the Orphan Drug Act (21 U.S.C. 360ee (b) (3)) is "a food which is formulated to be consumed or administered enterally under the supervision of a physician and which is intended for the specific dietary management of a disease or condition for which distinctive nutritional requirements, based on recognized scientific principles, are established by medical evaluation."[6]
A ‘medical food’ is a food that is “formulated to be consumed or administered under supervision of a physician and which is intended for the specific dietary management of a disease or condition for which distinctive nutritional requirements are established by medical evaluation.” The FDA has issued guidance on medical foods . In general, to be a medical food, the product must, at a minimum, be a food for oral or tube feeding; labeled for the dietary management of a specific disease or condition with distinctive nutritional requirements; and be intended for use under medical supervision. Medical foods are exempt from requirements for nutrition labeling and for nutrient content claims and health claims.

Medical foods are not required to undergo premarket review or approval by FDA. Additionally, they are exempted from the labeling requirements for health claims and nutrient content claims under the Nutrition Labeling and Education Act of 1990. In 2016 the FDA published an update: Guidance for Industry: Frequently Asked Questions About Medical Foods; Second Edition. Definitions and labeling requirements are included.[7]
Medical foods must comply with all applicable FDA requirements for foods. This includes the regulations pertaining to Current Good Manufacturing Practices (cGMPs),30 Registration of Food Facilities,31and, if applicable, those specific to the product formulation and processing.32 Examples of formula- and processing-specific regulations include those for thermally processed low-acid foods packaged in hermetically sealed containers,33 acidified foods,34 and emergency permit control.35 Even though the level of industry experience in the cGMP and quality control procedures necessary to produce medical foods (i.e., products that contain nutrients within a narrow range of declared label values) increased in the decade directly following the establishment of the statutory definition of medical food, the agency felt it necessary to create compliance programs specifically designed for medical foods.
