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Pharmaceutical Compounding:
Quality standards for different scales

In 2012-13, the U.S. experienced
a nationwide outbreak of
fungal meningitis linked to
contaminated injections made

infected deaths by a compounding pharmacy.
Patients in 20 states were affected.

When compounded drugs are created in large volumes and shipped across the country,
as was the case with injections linked to the national meningitis outbreak, producers
should meet some of the same quality assurance requirements as do drug manufacturers.
The standard pharmacy compounding controls are not enough. A federal law passed
in 2013 establishes a new category of compounding “outsourcing facilities” that will
meet these higher standards, providing a safer source of compounded drugs made and
purchased at larger scales. In response to the law, state policymakers may need to revisit
regulations on compounding that goes beyond traditional pharmacy practice.
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