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A systematic review and meta-analysis of 12 real-world observational
studies (595 patients) evaluated darvadstrocel, an allogenic mesenchymal
stem cell therapy, for complex perianal fistulas in Crohn's disease.

KEY POINTS

- Clinical remission (closure of all treated external openings) was achieved in 68.1% of patients
at month 6 and 77.2% at month 12, with median time to fistula closure of 6 weeks.

- Combined remission (clinical remission plus absence of collections greater than 2 cm on MRI)
was reported in 60.6% of patients at month 6 and 69.7% at month 12.

- Treatment failure rate at last follow-up (mean 18.7 months) was 34.5%, and linear regression
indicated failure rate was independent of follow-up time.

- Incidence rates per 100 patient-years were 19.6 for adverse events, 3.2 for serious adverse
events, 16.9 for new perianal abscesses, and 7.1 for reoperations.

- Heterogeneity across studies was not important for effectiveness outcomes but ranged from
moderate to substantial for safety outcomes.
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