How the Laws Work
The Pediatric Research Equity Act (PREA) of 2003 requires that companies developing new drugs that could be used to treat a condition
in children perform clinical trials in kids before winning FDA approval. The Best Pharmaceuticals for Children Act (BPCA) of 2002 offers
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Pediatric research equity act (Prea): Any new drug that could be used to treat a condition

that exists in pediatric populations must be tested under PREA before gaining FDA approval. Companies
seeking approval can defer conducting the trials or apply for a waiver, but if pediatric testing is
completed and submitted to FDA, it may change the labeling on packages containing the new product.
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BEST PHArMACEUTICALS FOR CHILDREN ACT (BPCA): Often already-approved drugs are tested under BPCA. If the FDA

determines the need for pediatric testing of a drug, for example if it’s being prescribed to a large number of children off-label, they
may request that its maker perform the trials in exchange for a marketing exclusivity extension, which can be very lucrative.
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Sponsor receives written request and determines whether to accept or decline the written request.
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FDA determines whether to issue a written request and what should be included in the
request. The request may be in response to a sponsor’s proposed pediatric study request.

