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UPDATES ON PRODUCT RECALL :
ATORVASTATIN & METHYLPREDNISOLONE ACETATE

On 9th November 2012, Ranbaxy Pharmaceuticals Inc., a major maker of generic Lipitor has voluntarily issued
a massive recall of 41 lots of Atorvastatin, a cholesterol lowering drug from the US market. The recall is in relation to
its 10mg, 20mg and 40mg dosage strengths, pack in 90's and 500’s bottles, and only with respect to certain selected
lot numbers. The recall does not affect or relate to the 80mg strength or any other Ranbaxy Product in the market.

The recall is being conducted in the U.S. at the retail level for selected batches that may contain a foreign
substance (small glass particles approximately less than 1mm in size). Ranbaxy is proactively recalling the drug product
lots out of cautionary actions. No injuries so far have been reported from the impurities found in the drug. This recall
is being conducted with the full knowledge of the U.S. FDA.

Ranbaxy, an Indian firm, is owned by Japan's Daiichi Sankyo Co. According to The Wall Street Journal,
Ranbaxy's generic Lipitor makes up 44% of the U.S. market for atorvastatin, including generic and name-brand prod-
ucts. FDA spokeswoman Sarah Clark-Lynn stated in her email that the FDA is working with other atorvastatin makers
to address any potential shortage as a result of the ongoing recall. A list of the recalled products, including lot and
NDC numbers, is posted on the Ranbaxy web site.

In another shocking news outbreak, on 4th October 2012, the Massachusetts Department of Public Health
issued a recall of all NECC medications, advising hospitals and clinics to remove and segregate all lots from their stock
inventory. NECC also announced on that day they were suspending all of their operations and voluntarily surrendered
their licenses to the Massachusetts Department of Health and Human Services. This is due to the fungal meningitis
outbreak in 19 states of USA, with state of Tennenessee had the highest cases reported. This is due to tainted batches
of contaminated preservative-free methylprednisolone acetate (MPA) used in spinal injections.

Further investigations by the Center for Disease Control and Prevention (CDC), state and local health depart-
ments, as well as FDA traced and linked the outbreak to fungal contamination in 3 lots of medication used for epidural
steroid injection produced by NECC. The investigation also include other infections from injections in a peripheral
joint, such as a knee, shoulder, or ankle. Patients who received injections in peripheral joints only are not believed to
be at risk for meningitis, but they could be at risk for joint and other infections.

Initially, the main suspect was the fungus Aspergillus, however CDC and FDA have confirmed the presence of
a fungus known as Exserohilum rostratum in unopened medication vials of preservative-free MPA from 2 of 3 implicat-
ed lots. Similar fungus was found in the cerebrospinal fluid of several patients, which confirmed that the fungus
caused the meningitis. The laboratory confirmation further links steroid injections from these lots from NECC to the
outbreak. One patient, the index case, had a laboratory-confirmed Aspergillus fumigatus infection. These fungi are
common in the environment; and fungal infections are not transmitted from person to person. CDC and state health
departments estimated that approximately 14,000 patients may have received injections with medication from the 3
implicated lots of methylprednisolone, and nearly 97% have now been contacted for further follow-up. Patients and
clinicians need to remain vigilant for onset of symptoms because fungal infections can be slow to develop. In this out-

break, symptoms typically have appeared 1-4 weeks following injection, but longer and shorter periods between injec-
tions and onset of symptoms have been reported.
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BANNED TRADITIONAL MEDICINE — AN UPDATE
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