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Exclusivity is a statutory provision and is granted to an NDA applicant if statutory requirements are met. An Authorized
Generic is a prescription drug that is produced by a brand company under a New Drug Application NDA and marketed
as a generic under a private label. Along with Purdue Pharma, the manufacturer of another long-acting narcotic
painkiller, Endo Pharmaceuticals, has also petitioned the F. Over the last year, Purdue Pharma and Endo have pushed for
federal legislation that would require many opioids to be tamper-resistant, and lobbied in favor of similar state laws. By
designating a single reference listed drug as the standard to which all generic versions must be shown to be
bioequivalent, FDA hopes to avoid possible significant variations among generic drugs and their brand name
counterpart. You agree to receive occasional updates and special offers for The New York Times's products and
services. A drug patent is assigned by the U. The original version of OxyContin, which was approved in late , could be
easily crushed, a step that released its entire narcotic payload at once rather than over time as intended. Exclusivity
periods can run from days to seven years depending upon the circumstance of the exclusivity grant. The label will
indicate that the tablets' physical and chemical properties make them more difficult to crush, meaning that abuse is less
likely than with the original. In Canada, an effort last year by some doctors and local officials to deter sales of generic
versions of OxyContin there fell flat. Although the medication was manufactured in a way to release the pain-killing
drug over an extended period of about 12 hours, cutting or crushing the tablets defeated those extended-release
properties and produced a fast, powerful high when snorted, injected or even sprinkled on food. Oxycodone
hydrochloride is the chemical name of the drug, which is sold under the brandname OxyContin. In a statement,
Republican Representative Hal Rogers of Kentucky, a state with a high level of OxyContin abuse, called the FDA
decision not to approve generic OxyContin "a huge win for our region and for the thousands of families who have seen
painkillers become pain makers. Patents are granted by the U. That contention proved disastrously wrong.Apr 17, - U.S.
health regulators announced on Tuesday that they will not approve any generic versions of the original form of the pain
medication OxyContin, which was widely abused because it could be crushed and then snorted or injected to produce a
quick high. Apr 17, - The FDA will not approve generic forms of OxyContin that lack abuse-resistant features-and
OxyContin's manufacturer will be able to state that the drug has tamper-resistant properties. Jul 19, - Its meant as a
short-term treatment for acute pain, and its available in several brand name and generic versions. Percocet is the brand
name version of the drug, which contains both oxycodone, which is an opioid, and acetaminophen. People often wonder
about generic Percocet. Feb 5, - The active ingredient in OxyContin is oxycodone, which is an opioid. OxyContin itself
is a brand name, prescription drug that's a time-release version of oxycodone. There has been some controversy over the
availability of generic oxycodone. In a generic version of OxyContin became available, and it. Feb 2, - It's bad news for
Purdue Pharma but good news for generics makers such as Teva Pharmaceutical Industries. A federal appeals court
affirmed a lower court's decision to toss out some Purdue's patents for its top-selling pain drug OxyContin, further
opening the door to cheap knockoff versions of the med. An Authorized Generic version of OxyContin has been
approved. An Authorized Generic is a prescription drug that is produced by a brand company under a New Drug
Application (NDA) and marketed as a generic under a private label. It is identical to the branded product in appearance,
and unlike a generic, the Authorized. Mar 24, - However, it could be years before any generic abuse-deterrent opioids
reach the market. FDA approved the first abuse-deterrent opioid, a reformulation of Purdue Pharma's OxyContin, in In ,
the agency approved updated labeling for the new, abuse-deterrent version of OxyContin, and. May 3, - US generics
maker Actavis (formerly Watson) announced on 26 April that it had reached an agreement with Purdue Pharma (Purdue)
to settle all outstanding patent litigation related to Actavis' generic version of Purdue's abuse-deterrent formulation of
OxyContin (oxycodone). Actavis will be able to. Health Canada is facing increased criticism for its approval of generic
oxycodone after the US Food and Drug Administration (FDA) decided to ban generic versions of the drug that has been
widely abused across North America. The FDA made its landmark ruling just days before Purdue Pharma's patent on the
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original. Apr 17, - No generic forms of the original formula of OxyContin will be approved in the U.S., the Food and
Drug Administration announced on Tuesday. In addition, the FDA said that they have approved updated labeling for a
reformulated version of OxyContin. The controlled-release version of OxyContin has.
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