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Protecting, Promoting & Advancing Pharmacy Compounding

Frequently Asked Questions About Compounding

What is pharmacy compounding?

Pharmacy compounding is the customized preparation of 8 medicine that is nol otherwlse commercially available. These medicalions are prescribed by & physician,
velerinarian, or other prescribing praclitionar, and compounded by a state-icensed pharmaciat. A growing number of pecple and animals have unique health needs that off-
the-shell, ona-size-fits-all prescription medicines cannot meet. For them, customized medications are the only way fo bettar healih.

Who are compounding pharmacists?

Phanmnaty compounding is a centuries-old, wellregulated and commion praclice. Phamacy Is one of the most respected and trusted professions in the United States. In a
recent survey, pharmacists ranked second {only behind nurses) as the most trusied professionals in our soclety, Compounding has evoived Inlo a specialty practice within
the phamacy community tocay, New applications to meet today’s pailent needs require additional educalion, equipment and processes ihat not all phammacies possass.

Are compounded medications safe? How does one know that the compounded medication they are
taking is safe and effective?

Compounded medications are similar to the so-called “off-label” use of FDA-approved drugs. When the FDA approves a specific drug as safe and effective, this
determination applies only to the specific disease of condilion for which the drug was tested. But physicians and veterinarians often prescribe medications for treatments for
which they have not baen apecifically approved. Medical professionals do this because, in their judgment, the treaiment is in the best interest of the individual patient.

Similarly, medical professionals ofien prescribe compounded medications because they believe it Is the besi medical oplion for iheir patienis. It is estimaled thai one fifth of
ali preacriplions written for FDA-approved druga are for uses for which they were not specifically approved.

There are thousands of FDA-approved drugs on the market for just about any ailment. Why do we still
need compounded medications?

Some valuable medications are avallable only by compounding. Restricting a docior's access to compounded medicailons would be a serious mistake. Moreover, because of
the economics of pharmaceutical menufacturing, FDA-approved drugs thet serve a iimied population are ofien disconinued by manufacturers. In most of these cases, the
only option left for doctors and thelr patients is to have a compounding pharmacist make the discontinued drug from scraich using pharmaceutical grade ingredients.

What suppliers sell ingredients to compounding pharmacies? How are these suppliers regulated?

Just llke big pharmacautica) manulacturing companles, compaunding pharmacies get their Ingredienis for medications irom suppliers that are ragistered and inspacied by the
FDA. Foreign suppllers are FDA-registered facilities.

How are compounding pharmacies and pharmacists regulated? Should there be increased federal
oversight?

Ali phanmacies and pharmacists are licansad and sirictly regulated at the state level Compounding is a core component of phammacy and has always been reguiated by siale
boargs, which are constantly updaling their standards end regulations In addtion. standards set by he United States Pharmacopela (USP) are integraled inlo the practice of

phammacy compounding  The Pharmacy Compounding Accreditation Board (PCAB} has developed national slandards 1o accredit pharmacies that perform a significant
amount of compounding.
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Does the FDA have the expertise and federal power to regulate compounding pharmacies? Why
shouldn’t compounded medications, especially the most commonly used combinations, have to go
through the FDA's established drug approval process?

The medical profession. including ihe praciice of pharmacy, has aways been regulaled by The statos. State boards of pharmacy ere in the best position to Inspect phamacy
operalions. develop appropriaie reguialicns and respond to problems or viclelions, The FDA does have an important role (o play in making sure thal ingredients used In
compounding are safe and are manulaciured by FDA-registered and Inspeciad factities. but there (3 no such thing as an “FDA-approved” phanmacy.

The FDA's drug approval process lakes years and can cost hundreds of milfons of dollars. Requiring ihis for individually personalized medications that fulfill an individual
doctor's prescription Is both impractical and conirary lo the best Inleresis of patients requiring immediate irsatment
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