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IMPLICATIONS FOR COOPERATIVE EXTENSION. Consumers often do not know what FDA does and does not approve. The following FDA Consumer Health Information reviews products FDA does and does not approve. 
FDA approved – How can you be sure?
The FDA protects public health by regulating human and animal drugs, biologics, medical devices, food, animal feed, products that emit radiation, and cosmetics.

However, not all products undergo premarket approval. In some cases FDA focuses its efforts on products after they are already on the market. The following can help consumers understand when the term "FDA approved" is appropriate.

FDA does not approve companies.

FDA does not "approve" manufacturers, health care facilities, or laboratories. However, FDA does inspect manufacturers to confirm they are in compliance with good manufacturing practices.

Domestic and foreign food, drug, and most device facilities must register with FDA. Blood and tissue facilities must also register with FDA. In addition, mammography facilities must be certified by FDA. 

FDA approves new drugs and biologics.

New drugs and biologics must be shown to be safe and effective before they can be marketed. FDA does not conduct the testing, instead FDA reviews laboratory, animal, and human testing conducted by manufacturers.

FDA does not approve compounded drugs.

Pharmacy compounding is where pharmacists combine, mix, or alter ingredients to create medications that meet specific individual needs. 
However, consumers need to be aware that compounded drugs are not FDA-approved, which means FDA cannot confirm their safety or effectiveness. Poor compounding practices can result in contamination or products that don't meet the strength, quality, and purity required.

FDA uses a risk-based, tiered approach for regulating medical devices.

FDA classifies devices according to risk. Only high-risk devices, such as mechanical heart valves and implantable infusion pumps, require FDA approval before marketing. Manufacturers must demonstrate the devices provide reasonable safety and effectiveness.

Moderate-risk medical devices, such as dialysis equipment and many types of catheters, are cleared for marketing based on an FDA determination the device is substantially equivalent to a legally marketed device of the same type.

FDA exempts certain low-risk medical devices, such as certain bandages, from premarket review when they are for the same use and same technology.

FDA approves additives in food for people.

Because food additives are considered food by law, new food additives and color additives must be approved by FDA before they can be used in foods. However, some food ingredients which have a long history of safe use in food do not require premarket approval.

New food additives include substances added to food as well as substances that may migrate into food because they contact food (food packaging).

Manufacturers wanting to use a new food additive must provide FDA with information demonstrating the additive is safe. FDA reviews the manufacturer information to ensure that the additive is safe for its intended use.

FDA approves drugs and additives in food for animals.

FDA approves drugs and food additives given to animals. FDA does not approve pet food, but it does approve food additives used in pet food. 

FDA approves color additives used in FDA-regulated products.

FDA approves color additives used in food, dietary supplements, drugs, cosmetics, and some medical devices with the exception of coal tar hair dyes. FDA evaluates testing to ensure color additives are safe for their intended use.

FDA does not approve cosmetics.

Cosmetic products and ingredients do not require FDA approval before they are marketed with the exception of color additives (other than coal tar hair dyes). 

However, cosmetics must be safe for their intended use and labeled properly. As such, FDA inspects cosmetic companies, examines imports, and takes samples for analysis. FDA is able to take action against non-compliant products.

FDA does not approve medical foods.

A medical food is a food used in the dietary management of a disease or health condition that requires special nutrient needs. For example, for a person with phenylketonuria a medical food would be a food formulated so that it did not contain the amino acid phenylalanine. Medical foods are intended for use under the supervision of a physician.

Medical foods do not have to undergo premarket approval by FDA. But manufactures of medical food must comply with good manufacturing practices and facility registration. Medical foods do not have to include nutrition information on the label; however, any claims on the label must be truthful and non-misleading.

FDA does not approve infant formula.

FDA does not approve infant formulas before they are marketed. However, manufactures of infant formulas are subject to regulatory oversight by the FDA.

Manufacturers must ensure infant formulas comply with federal nutrient requirements. Manufacturers must register with FDA and provide FDA with notification before marketing a new formula.

FDA does not approve dietary supplements.

Unlike drugs, the safety and effectiveness of dietary supplements is not reviewed and approved by FDA prior to marketing. Dietary supplements containing a new dietary ingredient (a dietary ingredient not marketed in the United States before October 15, 1994) are required to notify FDA 75 days before marketing.

FDA notification includes the information the manufacturer used as the basis for concluding the dietary supplement is expected to be reasonably safe. After a dietary supplement is on the market, FDA evaluates dietary supplement safety through research and adverse event monitoring.

FDA does not approve the food label, including Nutrition Facts.

FDA does not approve food labels before food products are marketed; however, FDA regulations require that nutrition information appears on most foods, including dietary supplements. In addition, FDA regulations require claims on food products must be truthful and non-misleading, and must comply with any special requirements for the type of claim.

FDA regulations require manufacturers to provide the serving size of the food and information about the nutrient content of each serving on the "Nutrition Facts" panel of the food label or on the "Supplement Facts" panel for dietary supplements.

FDA does not approve structure-function claims on dietary supplements and other foods.

Structure-function claims describe how a food or food component (such as a nutrient) is intended to affect the structure or function of the human body. An example is "calcium builds strong bones."

Dietary supplement manufacturers making structure-function claims on a supplement label must notification FDA of the structure-function claim within 30 days after marketing the dietary supplement. However, conventional food manufacturers are not required to notify FDA about structure-function claims.

Structure-function claims on dietary supplements must carry a disclaimer stating the claim has not been reviewed by FDA, and that the product is not intended to diagnose, treat, cure, or prevent any disease. Conventional foods are not required to carry such a disclaimer.

