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Facts and Myths about Generic Drugs

Today, 7 in 10 prescriptions filled in the United States are for generic drugs. This fact sheet
explains how generic drugs are made and approved and debunks some common myths and
misconceptions about these products.

FACT: FDA requires generic drugs to have the same quality and performance as the brand

name drugs.

e When a generic drug product is approved, it has met rigorous standards established by the
FDA with respect to identity, strength, quality, purity and potency. Some variability can
and does occur during manufacturing, for both brand name and generic drugs. When a
drug, generic or brand name, is mass produced, very small variations in purity, size,
strength and other parameters are permitted. FDA puts limits on how much variability in
composition or performance of a drug is acceptable.

e Generic drugs are required to have the same active ingredient, strength, dosage form, and
route of administration as the brand name (or reference) product. Generic drugs do not
need to contain the same inactive ingredients as the brand product.

e Through review of bioequivalence data, FDA assures that the generic product will perform the
same as its respective brand name (or reference) product. This standard applies to all
generic drugs, whether immediate or controlled release.

e A generic drug must be shown to be bioequivalent to the reference drug; that is, it must be
shown to give blood levels that are very similar to those of the reference product. If blood
levels are the same, the therapeutic effect will be the same. In that case, there is no need
to carry out a clinical effectiveness study and they are not required.

e All generic manufacturing, packaging and testing sites must pass the same quality standards
as those of brand name drugs and the generic products must meet the same exacting
specifications as any innovator brand name product. In fact, many generic drugs are made
in the same plants as innovator brand name drug products.

e If an innovator of a brand name drug switches drug production to an alternative
manufacturing site, or they change formulation of their brand name drug, these
companies are held to the same rigorous manufacturing requirements as those that apply
to generic drug companies.

Recently, misinformation in the media has raised concerns over generic drugs. Below are some

common myths in circulation.

MYTH: FDA lets generic drugs differ from the brand name counterpart by up to 45 percent.
FACT: This claim is false. Anyone who repeats this myth does not understand how FDA reviews
and approves generic drugs.
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MYTH: People who are switched to a generic drug are risking treatment failure.

FACT: There is no evidence for this claim. Treatment failures can and do occur when taking
generic or brand name drugs. If someone is switched to a generic drug around the time they are
relapsing, they may attribute the problem to the switch.

MYTH: Generic drugs cost less because they are inferior to brand name drugs.

FACT: Generic manufacturers are able to sell their products for lower prices, not because the
products are of lesser quality, but because generic manufacturers generally do not engage in
costly advertising, marketing and promotion, or significant research and development.

MYTH: Brand name drugs are safer than generic drugs.
FACT: FDA receives very few reports of adverse events about specific generic drugs. Most
reports of adverse events are related to side effects of the drug ingredient itself.

MYTH: FDA does not care about concerns over generic drugs.
FACT: FDA is actively engaged in making all regulated products —including generic drugs — safer.



