
 

FDA: New suppliers to ease 2 cancer drug
shortages

February 21 2012

Federal regulators said Tuesday that they've approved new suppliers for
two crucial cancer drugs, easing critical shortages - at least for the time
being - that have patients worried about missing life-saving treatments.

The Food and Drug Administration said it will temporarily allow
importation of a replacement drug for Doxil, a drug for ovarian and
other cancers that hasn't been available for new patients for months.

The agency also has approved another supplier for a preservative-free
version of methotrexate, a crucial drug for children with a type of
leukemia called ALL and for high-dose treatment of bone cancer. The
version with preservatives can be toxic or cause paralysis in children and
other patients getting the drug high doses.

The FDA also has approved the release of a batch manufactured by Ben
Venue Laboratories Inc., shortly before it closed several factories and its
complex in Bedford, Ohio, possibly for a year, due to serious quality
problems. That closing is what turned the on-again, off-again
methotrexate shortage that began in late 2008 into a crisis almost
overnight, with fears that patients would begin missing treatments as
soon as the end of this month.

The FDA increasingly has been able to prevent drug shortages by getting
advance notice from manufacturers, with 195 shortages prevented in
2011, mostly late in the year after President Obama issued an executive
order giving FDA additional powers to address the shortages. Still, about
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280 drugs are in short supply.

"A drug shortage can be a frightening prospect for patients," FDA Dr.
Commissioner Margaret A. Hamburg said in a statement. "Through the
collaborative work of FDA, industry and other stakeholders, patients and
families waiting for these products or anxious about their availability
should now be able to get the medication they need."

Drug shortages have increased dramatically in the U.S. over the past six
years, particularly for generic injected drugs, which are the workhorses
of hospitals but are difficult to make and produce little profit for
drugmakers.

The shortages are caused primarily by problems with sterility and other
serious issues that have led to shutdowns of production lines and
occasionally entire factories. In addition, consolidation among generic
drug manufacturers, as well as manufacturers deciding to end production
of marginally profitable drugs, has led to decreased capacity. That means
when one manufacturer suddenly stops production, the small number of
others making a drug can't quickly pick up slack.

The inability to get crucial medicines has disrupted not only carefully
timed chemotherapy regimens, but surgery and care for patients with
infections, pain and other serious conditions. At least 15 deaths since
2010 have been blamed on the shortages, which have set a record high in
each of the last five years.

Of late, the cancer drug shortages have attracted the most attention,
partly because missing multiple treatments can sharply reduce the
chances of curing the disease. In the case of methotrexate, its use as part
of the treatment for acute lymphoblastic lymphoma results in nearly 90
percent of children being cured, so parents and doctors were particularly
upset at the prospect of it not being available.
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The FDA said Tuesday it has temporarily approved importing an
alternative to Doxil called Lipodox, made by Sun Pharma Global FZE.
It's also given approval to APP Pharmaceuticals to begin making a
preservative-free version of methotrexate in addition to its current drug
that includes preservatives.

The agency was to discuss details of its efforts on the two cancer drugs
at a noon news conference.

©2012 The Associated Press. All rights reserved. This material may not
be published, broadcast, rewritten or redistributed.
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