10722 COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

(1) Digoxin ‘tablets formulated so that the quantity of digoxin
dissolved at one hour, when tested by the method in The United States
Pharmacopeia (USP XVII1), is greater than 95 percent of the assayed
amount- of digoxin or so that the quantity of digoxin dissolved at 15
wminutes is greater'than 90 percent of ‘the assayed amount of.digoxin
are new drugs which may be marketed only with aﬁ approvéa full new
drué application as provided for in § 130.4. Thé application shall
include, but not be‘limited to, clinical studies establisﬁing significantly
greater bicavailability-than digoxin tablets meeting compendial
réquireﬁents and dogage re;ommendations based on clinical studies
establishing thé safe and effective use of the Qore bioavailable digoxin
product. Marketing of these digoxin ptoducts will be allowed only
under a proprietary or trade name, established name, and labeling which
differs from that used for digoxin tablets that meet all of the
requirements in The United States Pharmacopeia (USP XVIII) and that
are formulated so-that the quantity of digoxin dissolved at one hour
is not more than 95 perceﬁt of the’assayéd amount of digoiin or so that
the quantity of digoxin dissolved at 15 minutes is not more than 90
percent of the asséyed amount of digoxin. New dtug applications for these
digoxin productsfshall be submitted to the Food and Drug Administration,
Bureau of Drugs, Office of Scientific Evaluation (HFD-IOO), 5600 Fishers

 Lane, Rockville, MD 20852.
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