Alicaforsen, ICAM-1 enema as a treatment option when treating distal ulcerative colitis
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Background
Treatment of distal colitis can sometimes be difficult despite the availability of such
approved therapies as 5-ASA enema, azathioprine, and anti-TNF-alpha treatment.
Alicaforsen enema, an antisense oligonucleotide and inhibitor of intercellular adhesion
molecule ICAM-1, is a new therapy which we tested under the described protocols.
The mechanism of action inhibits the production of ICAM-1, a key protein in the
inflammatory process. In suppressing the production of ICAM-1, alicaforsen is able to
reduce inflammation and enable mucosal healing.
Method
The study recruited 10 patients with refractory distal colitis; 8 patients had Ulcerative
Colitis (UC) and, 2 patients with Crohn’s Disease. Of the 10 patients, 6 had previously
been treated with anti-TNF therapies and 7 with azathioprine.
Inclusion criteria to the study was an endoscopic Mayo-score of 2-3 for patients with
a bowel involvement of up to 30cm from the anal verge. All patients received 240mg
of alicaforsen in a 60ml enema administered each night for 6 weeks. The average age
of the patients was 49.5 years (ranging from 25 – 70). Patients received endoscopic
follow-up at 8-10 weeks to assess if patients were in remission, defined by a Mayo
score of 0-1.
Results
Of the 10 patients on alicaforsen enema, 2 dropped out of the study because of bad
compliance and acute surgery not related to treatment. 7 patients completed the course
of treatment and 1 stopped treatment due to lack of efficacy. Of the 7 patients treated
for the full 6 weeks, 3 patients showed signs of symptoms, 4-8 weeks after treatment.
The remaining 4 patients remained in clinical remission between 5 – 20 months after
completing the full treatment course. No patients with Crohn’s disease continued
treatment. No drug-related adverse events were observed.
Discussion
This open treatment indicates that UC results were better than for those with Crohn’s
disease. Some UC patients showed remarkably long remission periods. No adverse
reactions reported

