U.S. FOOD AND DRUG ADMINSTRATION
2006 Safety Alerts for Drugs, Biologics, Medical Devices, and Dietary Supplements
Heparin Sodium Injection
Audience: Vascular surgeons, ER personnel, pharmacists, and other healthcare professionals

[Posted 12/08/2006] FDA notified healthcare professionals of revisions to the WARNINGS section of the prescribing
information for Heparin to inform clinicians of the possibility of delayed onset of heparin-induced thrombocytopenia
(HIT), a serious antibody-mediated reaction resulting from irreversible aggregation of platelets. HIT may progress to
the development of venous and arterial thromboses, a condition referred to as heparin-induced thrombocytopenia and
thrombosis (HITT). Thrombotic events may be the initial presentation for HITT which can occur up to several weeks after
the discontinuation of heparin therapy. Patients presenting with thrombocytopenia or thrombosis after discontinuation of
heparin should be evaluated for HIT and HITT.

How Significant is Your Heparin Problem?

Heparin-induced Thrombocytopenia (HIT) occurs in 3% of patients who receive therapeutic intravenous unfractionated
heparin and 0.5% - 1% of patients who receive lower doses (subcutaneous or flushes), low- molecular-weight heparin,
or even the tiny amounts that leach from heparin-coated catheters. (1-3). HIT can present 5 to 12 days after heparin
exposure, with or without arterial or venous thromboemboli. Delayed recognition and treatment of HIT can contribute
to poor patient outcomes (4).

Use of heparin can produce:
* Decrease in platelat count
* 30% - 75% of patients with HIT experience venous or arterial thromboemboli (5), causing:
* Deep venous thromboses and pulmonary emboli
* Arterial thromboses of the extremities
* Stroke
* Myocardial infarction
* Dyspnea (shortness of breath)
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