SPINE SAFETY WARNING:

Information for Healthcare Professionals:
Feraheme (ferumoxytol) Injection:
Labeling Changes

According to MedWatch, FDA notified healthcare professionals of labeling changes for
Feraheme (ferumoxytol) Injection. The following has been added to the labeling:

WARNINGS AND PRECAUTIONS
Hypersensitivity Reactions

e Serious hypersensitivity reactions, including anaphylactic-type reactions, some of which
have been life-threatening and fatal, have been reported in patients receiving
Feraheme. Observe patients for signs and symptoms of hypersensitivity during and after
Feraheme administration for at least 30 minutes and until clinically stable following
completion of each administration. Only administer the drug when personnel and
therapies are immediately available for the treatment of anaphylaxis and other
hypersensitivity reactions. Anaphylactic-type reactions presenting with
cardiac/cardiorespiratory arrest, clinically significant hypotension, syncope, and
unresponsiveness have been reported in the postmarketing experience. In clinical
studies, serious hypersensitivity reactions were reported in 0.2% (3/1,726) of subjects
receiving Feraheme. Other adverse reactions potentially associated with
hypersensitivity (e.g., pruritus, rash, urticaria or wheezing) were reported in 3.7%
(63/1,726) of these subjects.

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.




