Overview of Regulation of Food and Drug Regulation
Pharmaceutical drugs It is no accident that comprehensive consumer protection dealing with physical products was first applied to pharmaceutical drugs, foods, and food additives.  Focusing just on pharmaceutical drugs, the inadequacies of the common law were glaringly apparent even at the turn of the 20th Century.  At that time, about the only way to identify a company that was selling dangerous drugs was to have a number of people become seriously ill or die as a result of ingesting its products.  There is no remedy at common law that allows customers to inspect or requires a seller to prove the safety of a new product prior to its commercial sale.  With pharmaceutical drugs, of course, it is difficult or impossible to make any determination as to the safety of a product simply by inspecting it (rather than ingesting it).  So, it is not mere historical happenstance that the Pure Food and Drugs Act (now called the Food, Drug and Cosmetic Act) was enacted in 1906 and that the Food and Drug Administration was created in 1927 as the U.S. government initiated an activist role in the pursuit of consumer protection.  

Food and food safety Problems associated with food and foods additives are only slightly less menacing than those tied to pharmaceuticals.  The safety of most food, if prepared properly and not adulterated, is not a major issue in developed countries in today’s world.  At this point in history, we know what foods, including meats, vegetables, grains and fruits, are safe.  However, in a learning process that may be described as torturous, it has become clear that an essential ingredient of food safety in the U.S. is provided by physical inspections of food products in conjunction with extensive regulation of the uses of fertilizers and pesticides.  

Food additives In turn, food additives are much like pharmaceutical drugs in terms of their potential to cause problems for consumers.  Unlike food, there is no general assurance that food additives are safe.  Indeed, research has shown that many foods additives that were used for a number of years were unsafe and contributed to higher rates of chronic diseases such as cancer.  As with the case of pharmaceuticals, consumer inspections of food additives are unlikely to reveal their dangers whereas seeing, touching, smelling and tasting food often tips off consumers to products that are unfit for human consumption.  

Pharmaceutical Drugs

As mentioned above, the Pure Food and Drugs Act was passed in 1906, but was substantially amended in 1938 by the Federal Food, Drug and Cosmetic Act.  The 1906 act, making it illegal to sell dangerous, misbranded, or adulterated drugs, provided an augmentation of the sanctions available under common law product liability remedies.  The 1938 legislation was enacted after about 100 people perished when a drug sold on the market was found to lethal.  The 1938 Act required that drug manufacturers prove to the Food and Drug Administration that their products were safe before they could be sold to the general public.  Thus began broad scale animal testing and human clinical trials, conducted to conform to FDA regulations.  The 1938 Act also required the FDA to classify all drugs as either prescription or nonprescription, the latter commonly referred to as over-the-counter drugs.  The Kefauver Amendments of 1962 required drug manufacturers to prove to the FDA that their products were both safe and effective for their intended use.  

Requiring pharmaceutical companies to prove that their products are both safe and effective takes time, in most cases, several years.  Recognizing this problem, the Food and Drug Modernization Act was passed in 1997 and included provisions for speeding up approvals of new drugs, especially those that have a high potential for therapeutic gain and those for which there are no satisfactory alternatives available on the market.
  In some cases, drugs that were being tested for effectiveness have also been made available to others, outside the test group, for therapy.  Most of the drugs made available in this fashion have been drugs that are used to treat AIDS patients.   

What's in a Label?  Escaping FDA Regulation of Drugs by Calling the Product a Dietary Supplement

There are a number of regulatory issues that the FDA has so far avoided, but which will demand resolution.  Perhaps most notably, many "dietary supplements" are being used as pharmaceutical drugs to treat ailments, including depression, high blood pressure, and even cancer.  At present sellers of "dietary supplements" (herbal remedies) are not allowed make direct medicinal or health claims but, indirectly, the message gets across to customers that this or that herb is good for digestion, heart irregularities, anxiety, sexual performance, etc.  Many dietary supplements directly compete with FDA-approved pharmaceutical drugs.  However, unlike FDA-approved drug producers, sellers of dietary supplements do not have prove that their products are either safe or effective through clinical trials or any other tests that sellers of pharmaceutical have to submit to.  Dietary supplements do have to be approved by the FDA before being introduced to the market, but the approval process is not nearly as rigorous as that required for introduction of new pharmaceutical drugs.
  A related concern is that, since many herbal compounds are pharmaceutically active, with most herbal remedies taken at the initiative of the patient/user without physician oversight, dangerous drug interactions that would be easily recognized by doctors go unrecognized with serious injury or death as possible results.

Food Safety

For the same reasons that common law remedies were inadequate for drugs, the common law was not good enough at protecting consumers from unsafe food - the standard common law remedies are just inadequate.  The 1906 Pure Food and Drug Act did allow for criminal prosecutions of those who sold misbranded or adulterated food products and permitted tainted food to be seized and destroyed.  Generally, however, for a number of years after passage of this act, enforcement still took place only after the fact; people were sick or dying from consumed products before the seller was identified and police raided the vendor’s business.  

FDA Regulation of Food Products, Labeling, and Advertising

The U.S. Department of Agriculture, which inspects much of the meat, poultry, and other products that Americans consume, is also responsible for much of the regulation of food safety.  In this role, a great deal of attention has been focused on the information that is provided in the label attached to food products under the Fair Packaging and Labeling Act of 1966.  Under this Act, a food label must include the name and address of the manufacturer, packer, or distributor of the product.  In addition, it must provide information on the quantity in the food package as a part of the front label, and must describe the quantity in servings while adhering to various restrictions on the ways in which quantities can be specified.  For example, the FDA has specific criteria for determining whether a seller is entitled to label the size of a product as "family size" or "jumbo," pursuant to its goal of making customer comparisons intelligible.  

Nutrition Labeling

The Nutrition Labeling and Education Act of 1990 requires nutritional labeling on most foods along with lists of ingredients.  Nutrition content and health claims are strictly regulated.  This act applies to all foods that are fortified in some way and to all goods for which manufacturers advertise health benefits, with the exceptions of coffee, tea, some delicatessen items, and bulk foods.  Under the act, food manufacturers are required to state the amounts of saturated fat, cholesterol, dietary fiber, sodium, and calories present in their products, on a per serving basis.  Sellers are also required to state the percentages of Recommended Daily Allowances (RDA) of various vitamins and proteins that a serving of the product provides.

Regulatory Definitions of Food Adjectives

The FDA also regulates food advertisements that claim products are "fresh," "light," "low calorie," "low fat,” or "fat free," by providing uniform definitions of these terms.  For each of these terms, there is a regulatory definition.  For example, the following is the FDA's regulatory definition of the word "fresh" when used to describe foods:

The regulation defines the term "fresh" when it is used to suggest that a food is raw or unprocessed.  In this context, "fresh" can be used only on a food that is raw, has never been frozen or heated, and contains no preservatives. (Irradiation at low levels is allowed.)  "Fresh frozen," "frozen fresh," and "freshly frozen," can be used for foods that are quickly frozen while still fresh.  Blanching (brief scalding before freezing to prevent nutrient breakdown) is allowed.

In describing food, "less" is often viewed as an attractive attribute.  According to the FDA,  "This term [less] means that a food, whether altered or not, contains 25 percent less of a nutrient or of calories than the reference food.  For example, pretzels that have 25 percent less fat than potato chips could carry a 'less' claim.  'Fewer' is an acceptable synonym."   

Health Claims

The FDA also regulates the health claims that can be made with regard to food.  As an illustration of its role, consider the following from the FDA:

Nutz and Boltz

Calcium and osteoporosis

Low calcium intake is one risk factor for osteoporosis, a condition of lowered bone mass, or density. Lifelong adequate calcium intake helps maintain bone health by increasing as much as genetically possible the amount of bone formed in the teens and early adult life and by helping to slow the rate of bone loss that occurs later in life.

Typical Foods: Low-fat and skim milks, yogurts, tofu, calcium-fortified citrus drinks, and some calcium supplements.

Requirements: Food or supplement must be "high" in calcium and must not contain more phosphorus than calcium. Claims must cite other risk factors; state the need for regular exercise and a healthful diet; explain that adequate calcium early in life helps reduce fracture risk later by increasing as much as genetically possible a person's peak bone mass; and indicate that those at greatest risk of developing osteoporosis later in life are white and Asian teenage and young adult women, who are in their bone-forming years. Claims for products with more than 400 mg of calcium per day must state that a daily intake over 2,000 mg offers no added known benefit to bone health.

Sample Claim: "Regular exercise and a healthy diet with enough calcium helps teen and young adult white and Asian women maintain good bone health and may reduce their high risk of osteoporosis later in life."

There is ample scientific evidence that calcium losses for older women can lead to osteoporosis and that foods "high" in calcium can ameliorate problems of bone density loss.  The language in the shaded area above indicates what the FDA believes is an acceptable health claim, applicable to foods such as low-fat milk, skim milk, and the other foods listed.  Managers must understand clearly that they cannot make extravagant health claims about the benefits of using their products, but must meet FDA requirements for any claims asserted.   The FDA has a list of authorized health claims that can be made about various food products (http://www.cfsan.fda.gov/~dms/fdhclm.html).

Regulation of Medical Devices

A 1976 amendment to the Federal Food, Drug and Cosmetic Act also gives the FDA authority to approve or disapprove sales of new medical devices.  The FDA also has authority to regulate advertising and labeling of medical devices.  Under the 1997 FDA Modernization Act, reduction of the approval times required on new medical devices has been a major priority.  Before sellers of medical devices, such as pacemakers for those suffering from heart disease or shunts for circulation assistance, can bring their products to market, they must secure approval of the FDA.  

� 	Text of the Food and Drug Modernization Act is available at: � HYPERLINK "http://www.fda.gov/cder/guidance/105-115.htm" ��http://www.fda.gov/cder/guidance/105-115.htm�. 


� 	See the following web site for the steps necessary to gain pre-market approval of dietary supplements (http://www.cfsan.fda.gov/~dms/opareorg.html).


� 	http://www.cfsan.fda.gov/~dms/fdhclm.html.





