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FDA approves first long-acting recombinant coagulation Factor IX concentrate for patients with Hemophilia B

The U.S. Food and Drug Administration today approved Alprolix, Coagulation Factor IX (Recombinant), Fc Fusion Protein, for use in adults and children who have Hemophilia B. Alprolix is the first Hemophilia B treatment designed to require less frequent injections when used to prevent or reduce the frequency of bleeding.
 
Alprolix is approved to help control and prevent bleeding episodes, manage bleeding during surgical procedures, and prevent or reduce the frequency of bleeding episodes (prophylaxis). Alprolix consists of the Factor IX molecule linked to a protein fragment, Fc, which is found in antibodies. This makes the product last longer in circulation.
 
“The approval of this product provides another therapeutic option for the treatment and prevention of bleeding in patients with Hemophilia B,” said Karen Midthun, M.D., director of the FDA’s Center for Biologics Evaluation and Research.
 
Hemophilia B is an inherited sex-linked, blood-clotting disorder, which primarily affects males, and is caused by defects in the Factor IX gene. Hemophilia B affects about 3,300 people in the United States. People with Hemophilia B can experience repeated episodes of potentially serious bleeding, mainly into the joints, which can be destroyed by the bleeding.
 
The safety and efficacy of Alprolix were evaluated in a multi-center clinical trial that compared each of two prophylactic treatment regimens to on-demand treatment. A total of 123 individuals with severe Hemophilia B, ages 12-71, were followed for up to a year and a half. The studies demonstrated the effectiveness of Alprolix in the prevention and treatment of bleeding episodes and during perioperative management of patients undergoing a surgical procedure. No safety concerns were identified in this trial.
 
Alprolix received orphan-drug designation for this use by the FDA because it is intended for treatment of a rare disease or condition.
 
Alprolix is manufactured by Biogen Idec, Inc., Cambridge, Mass. 
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The FDA, an agency within the U.S. Department of Health and Human Services, protects the public health by assuring the safety, effectiveness, and security of human and veterinary drugs, vaccines and other biological products for human use, and medical devices. The agency also is responsible for the safety and security of our nation's food supply, cosmetics, dietary supplements, products that give off electronic radiation, and for regulating tobacco products.
#
Read our Blog: FDA Voice
Visit the FDA on Facebook [image: disclaimer icon], Flickr [image: disclaimer icon], YouTube [image: disclaimer icon], and Twitter [image: disclaimer icon]
RSS Feed for FDA News Releases

Page Last Updated: 03/28/2014 
Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players. 

http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm391037.htm?source=govdelivery&utm_medium=email&utm_source=govdelivery

image2.png




image1.jpg
FoA




