SPINE SAFETY CAUTIONARY NOTICE:

Information for Healthcare Professionals:

Colchicine (marketed as Colcrys)-

Two Previously Uncharacterized Safety Concerns Associated With the Use of
Colchicine

According to MedWatch, FDA notified healthcare professionals of the approval of the
first single-ingredient oral colchicine product, Colcrys, for the treatment of familial
Mediterranean fever (FMF) and acute gout flares and of two previously uncharacterized
safety concerns associated with the use of colchicine. Oral colchicine has been used for
many years as an unapproved drug with no FDA-approved prescribing information,
dosage recommendations, or drug interaction warnings.

FDA analyzed safety data for colchicine from adverse events reported to the Agency, the
published literature, and company-sponsored pharmacokinetic and drug interaction
studies. This analysis revealed cases of fatal colchicine toxicity reported in certain
patients taking standard therapeutic doses of colchicine and concomitant medications
that interact with colchicine, such as clarithromycin. These reports suggest that drug
interactions affecting the gastrointestinal absorption and/or hepatic metabolism of
colchicine play a central role in the development of colchicine toxicity. Data submitted
supporting the safety and efficacy of Colcrys in acute gout flares demonstrated that a
substantially lower dose of colchicine was as effective as the higher dose traditionally
used. Moreover, patients receiving the lower dose experienced significantly fewer
adverse events compared to the higher dose.

Based on this information, FDA has included important safety considerations in the
approved prescribing information to assure safe use of Colcrys and is providing
background information, a data summary and recommendations in this alert.

Read the complete MedWatch Safety summary, including a link the the Information for
Healthcare Professionals page with a data summary and patient management
recommendations, at:

http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedica
IProducts/ucm174596.htmThe 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.




