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Regulating off-label drug use—rethinking the role of the FDA
RS Stafford - New England Journal of Medicine, 2008 - Mass Medical Soc

Although it has not been well enforced. FDA policy also limits such promotion te drugs and
indications for which a supplemental new drug application s under way and . (2008) Editonal -
Ctata Supporting the Use of Prescnption Medications for Ofi-Label Indications
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Off-label use of anticancer drugs
[} Leveque - The lancet oncology, 2008 - Elsevier

13 In Japan, a new drug application permits the approval of off-label usages without clinical trials.
40.  Data for this review were identified by searches of PubMed and by scanning references from
relevant articles, with the search terms: “ofi-label drug use”, “anticancer drugs
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and results of somatic and germ-line genotyping tests indicated in the clinical application of some

are used of-label with a frequency similar to that of other commonly used patent-protected  to
$7.38 and of-label uze amounted to more than 54.5B. Off-label use 1s composed of a
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Hypoxia and aggressive tumor phenotype: implications for therapy and prognaosis
F Vaupel - The ancologist, 2008 - AlphalMed Press

.. Such off-lzbe| studies should not undermine the use of ESAs within the clearly defined clinical

This contrasts with the use of ESAs that achieve, through steady increments, an Hb . ESAs should
he used as indicated and within the current European Orgamization for Research and
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