FDA Approves First Gene Therapy for Severe Leukocyte Adhesion Type I (LAD-I) 
On March 26th, 2026, the U.S. Food and Drug Administration approved KRESLADITM (marnetegragene autotemcel), from Rocket Pharmaceuticals, Inc., as the first gene therapy for the treatment of severe Leukocyte Adhesion Deficiency Type I (LAD-I). The application was granted Orphan Drug, Rare Pediatric Disease, Regenerative Medicine Advanced Therapy and Fast Track designations.
LAD-I is an ultra-rare genetic pediatric disease caused by mutations in the ITGB2 gene encoding for CD18, a key protein required for leukocytes migration to tissues to clear infections and orchestrate wound repair. Infants with severe LAD-I suffer from recurrent, life-threatening infections that require frequent hospitalizations. 
KRESLADITM constitutes the first commercially approved gene therapy medicinal product designed in Spain (by the Biomedical Innovation Unit at CIEMAT/Rare Diseases Area of the CIBER/Health Research Institute of Fundación Jiménez Díaz consortium, in collaboration with the University College of London). In 2017, the LAD-I gene therapy program was licensed to Rocket Pharma who sponsored the pivotal clinical trial at the Children Hospital University College of Los Angeles, Great Ormond Street Hospital in London and Hospital del Niño Jesús in Madrid. Follow-up data of more than three years after treatment has shown sustained survival of the nine treated patients in the absence of transplant or recurrent severe infections. 
[bookmark: _GoBack]KRESLADITM adds to the growing number of gene therapies designed by ESGCT members based on the ex vivo genetic modification of autologous hematopoietic stem cells to treat monogenic diseases.


