This letter requests approval for Skyrizi (risankizumab-rzaa) maintenance dosing at every 4 weeks for a young male patient with moderately to severely active ulcerative colitis. The patient has demonstrated symptomatic improvement on the standard every-8-week regimen (360 mg subcutaneously), but continues to have persistently elevated fecal calprotectin and histologic and endoscopic evidence of rectal inflammation on recent colonoscopy, indicating ongoing active disease. He has also has prior failure by evidence of persistent inflammation in the rectum and symptoms to trials of mesalamine and Zeposia.

According to the FDA-approved labeling, the recommended maintenance dose for Crohn’s disease is 180 mg or 360 mg subcutaneously every 8 weeks, with the directive to use the lowest effective dose to maintain therapeutic response. However, the label also recognizes that dose adjustments may be necessary in patients with inadequate response, and clinical studies have included patients with prior biologic failure or partial response. Persistent objective markers of inflammation (elevated fecal calprotectin, histologic activity) are associated with increased risk of disease progression and complications, and current best practice is to escalate therapy in such cases to achieve mucosal healing and reduce long-term morbidity.

Given the patient’s ongoing inflammatory activity despite standard dosing, escalation to every-4-week dosing is medically necessary to optimize disease control and prevent complications. This approach is consistent with the principle of individualized therapy and treat-to-target strategies in inflammatory bowel disease management, as supported by the FDA label and clinical trial data.

Please approve Skyrizi (risankizumab-rzaa) at a maintenance dose of 360 mg subcutaneously every 4 weeks for this patient, given the documented partial response and persistent objective evidence of inflammation.
