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                If approved, Alofisel will be Europe's first allogeneic mesenchymal stem cell therapy, as well as the first product to gain approval in two decades for a condition that is notoriously difficult to treat. About 20% of Crohn's disease patients develop perianal fistulas, which are open channels that develop between the rectum or anal canal and the skin in the vicinity of the anus. They leak pus, stool and blood, and are very painful and debilitating. Complex fistulasâ€”which account for over 70% of the totalâ€”involve two or more such openings and are even more difficult to treat than simple fistulas, which involve a single tract. Antibiotics, immunomodulators and tumor necrosis factor Î± (TNF-Î±) inhibitors are routinely used, but relapse rates are high, while long-term remission is rare (Lancet 388, 1281â€“1290, 2016).
According to recently published Alofisel data from a 52-week pivotal trial in over 200 patients, 56% of those who received the locally administered cell therapy on top of standard-of-care treatment attained combined remissionâ€”defined as the closure of all treated external openings exuding material at baseline, and the absence of perianal abscesses as assessed by blindly administered MRI. Just 39% of those who received standard of care plus placebo attained similar remissions (Gastroenterology 10.1053/j.gastro.2017.12.020, 2017). The high placebo response â€œwas not at all unexpected,â€� says Steven Wexner, chairman of the department of colorectal surgery at the Cleveland Clinic Florida in Weston. All patients received standard of care and those in the control arm, moreover, may have benefitted from a preparatory procedure to clean out debris and other material from the open tracts, which was performed three weeks before treatment.
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