SPINE SAFETY WARNING:

Information for Healthcare Professionals:
Intravenous Medications Manufactured by Claris:
Recall Due to Contamination of Products

Metronidazole, Ciprofloxacin and Ondansetron Sold Under the Claris, Sagent
Pharmaceuticals, Pfizer, and West-Ward Pharmaceuticals Labels

According to MedWatch, FDA notified healthcare professionals not to use the intravenous
medications, metronidazole, ciprofloxacin and ondansetron manufactured by Claris Lifesciences
due to contamination. These products were all manufactured on the same manufacturing line
and sold under the Claris, Sagent Pharmaceuticals, Pfizer, and West-Ward Pharmaceuticals
labels. The FDA received reports of floating matter in intravenous bags of metronidazole and
ondansetron. Foreign matter should not be present in a sterile injectable product. Healthcare
professionals should not use these products and should immediately remove them from their
pharmacy inventories. Claris is initiating a recall of all lots of these products. FDA is further
investigating the situation and will notify the public when new information becomes available.
Please review the linked Public Health Alert for a list of the affected and recalled products.

Read the complete MedWatch 2010 Safety summary, including a link to the Public Health alert,
at:

http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProdu
cts/ucm214034.htm

The North American Spine Society is committed to quality patient care through
promotion of patient safety and prevention of medical errors. NASS monitors a variety
of government and other resources for patient safety related notices that may be useful
to our members. Information from these notices is also archived on the NASS website at
http://www.spine.org/Pages/PracticePolicy/ClinicalCare/SpineSafetyAlerts/Default.aspx
. This information is provided as a service for information and education only.




