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Abatacept has been granted breakthrough therapy designation by the U.S. Food & Drug Administration (FDA) for the
prevention of acute graft-versus-host disease (GvHD) in patients who have had hematopoietic stem cell transplantation
(HSCT) from unrelated donors.1

Acute GvHD is a potentially life-threatening complication affecting up to 40% of patients who undergo HSCT from
unrelated donors, there are currently no approved preventative therapies. Abatacept blocks donor T-cell activation by
binding to and inhibiting proteins that are involved in co-stimulation, which results in stopping donor T cells from attacking
the recipient’s healthy cells.2

Breakthrough therapy designation was based on a phase II trial assessing abatacept plus standard GvHD prophylaxis in
patients with hematologic malignancies treated with HSCT from unrelated donors. Leslie Kean, lead study investigator and
the director of the stem cell transplantation program at Dana-Farber/Boston Children’s Cancer and Blood Disorders Center,
Boston, US said “A therapy that lowers the risk [for] GvHD in unrelated stem cell transplants would potentially allow more
patients to receive a transplant, which typically is the last option to treat hematologic cancers, after other therapies have
been used unsuccessfully.” 1

Abatacept is currently approved in the US for the treatment of certain arthritic conditions in both adults and children. 1
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