FACT SHEET
Safety of Over-the-Counter Drugs
Safety issues affecting over-the-counter drugs
In recent years there have been a number of incidents pointing to the safety concerns of over-thecounter drugs. In 2009, a record 1,742 drugs—including 50 dietary supplements—were recalled,
four times the number recalled in 2008.1 Many of these involved over-the-counter (OTC)
medications available without prescription.
On April 30th of 2010, McNeil Consumer Healthcare, a Johnson and Johnson operating unit,
announced a recall of over 136 million bottles of children’s products, including Children’s
Tylenol and Motrin Infants’ Drops.2 The recall was initiated due to the presence of particulate
matter in multiple products, as well as elevated concentrations of acetaminophen, the active
ingredient in Tylenol, in one product. This massive recall is the most recent in a series of
concerning events related to drug safety at Johnson and Johnson, including multiple
unsatisfactory plant inspections, non-compliance with good manufacturing practices, and recalls
that date back to before 2009.2
The FDA found that Perrigo Company, a manufacturer of cough and cold medications, had
violated standards for good manufacturing practices multiple times starting in 2005.3 In 2006,
Perrigo recalled 11 million bottles of acetaminophen tablets found to contain metal particles.4 In
2010, the FDA issued a warning letter to Perrigo after it was determined that the company had
failed to reject a batch of ibuprofen tablets containing metal shavings.5
These and other quality problems that have been discovered at relatively frequently inspected
domestic plants indicate that many more quality violations may go undetected. Companies
producing products overseas are subjected to less regulatory scrutiny; quality lapses seen
domestically may only be the tip of the iceberg.

Americans increasing rely on over-the-counter drugs
Americans today are taking more medicines than ever before. A nationwide survey found that 82
percent of adults in the U.S. took at least one medication in a given week; 29 percent reported
taking five or more.6 OTC medications are those drugs that may be purchased without a
prescription. OTC products represent some of the drugs most commonly consumed by
Americans. The top three medications Americans reported taking in 2006 were all over-thecounter products,6 with consumption of some of these products especially widespread. For
example, 19 percent of people surveyed reported taking acetaminophen within the last week.6
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Children are also taking more over-the-counter drugs. A 2009 study found that 56 percent of
U.S. children under 12 years old had taken at least one medication, and that OTC products
accounted for the majority of these drugs. Twenty-seven percent of children had taken two or
more medications in the past week.7
Both OTC and prescription drugs are increasingly sourced from overseas. For example,
acetaminophen from China accounts for about 50 percent of all acetaminophen imported into the
U.S.8 The U.S. is the number one destination for Chinese pharmaceutical raw material exports,
with $2.2 billion of ingredients imported each year.8

Regulation and inspections
The Food and Drug Administration (FDA) maintains that there are more than 80 therapeutic
categories of over-the-counter drugs that the agency’s Center for Drug Evaluation and Research
regulates.9 The FDA requires proof of safety and effectiveness to market new OTC drugs,
however, the majority of OTC products, often older molecules, may be marketed in the U.S.
without FDA approval.10 If the OTC product is covered by an existing FDA drug monograph for
safe and efficacious products, pre-approval through a New Drug Application is not required.
While the FDA is responsible for regulating the manufacturing and marketing of both
prescription and OTC drugs, manufacturing facilities of non-prescription products generally
receive less scrutiny than those of prescription drugs.
The FDA conducts preapproval inspections of both domestic and foreign manufacturers before
they allow a new drug to be marketed in the United States,11 but because most OTC products are
covered by existing drug monographs, their active ingredients and final products are often
produced in manufacturing facilities that are not covered by pre-approval inspections.
The FDA is also tasked with conducting post-approval inspections of manufacturing facilities for
drugs it regulates, but because of the large number of sites and strained resources it must use a
risk-based approach to determine which facilities to inspect.12 FDA considers low quality OTC
drugs to be of lower risk to public health than problems with prescription drug quality,11 reducing
the frequency with which OTC manufacturing facilities are inspected compared to those
manufacturing prescription drugs.
While the FDA inspects domestic manufacturing facilities on average once every 2.7 years,
many overseas facilities have never been inspected, and by one estimate it would take over 13
years to inspect every foreign establishment once. Combined with the lower status of OTC
products in FDA’s risk-based inspection program, this indicates that quality problems may be
less likely to be detected at OTC manufacturing sites than at those facilities producing
prescription products.
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Ensuring the safety of the U.S. drug supply
The safety of drugs in the United States is threatened by an increasingly globalized

pharmaceutical manufacturing industry and an under-resourced FDA. The agency’s ability to
keep pace with industry changes and protect consumers from unsafe drugs has diminished due to
lack of funding and an industry shift towards greater outsourcing and reliance on international
suppliers for U.S. drugs. More information about the challenges FDA faces in ensuring that
drugs manufacturing both domestically and overseas meet quality standards can be found at:
http://www.prescriptionproject.org/tools/initiatives_factsheets/files/Safety-Prescription-DrugSupply-One-Pager-9-15-10.pdf
Legislators, FDA, consumer organizations, and industry have acknowledged the need to
strengthen the pharmaceutical supply chain in order to protect patient safety and health. Current
legislative proposals and information on efforts to support them can be found here:
http://www.prescriptionproject.org/initiatives?id=0003
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