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Study Assessing the Feasibility, Safety and Efficacy of Genetically
Engineered Glucocorticoid Receptor Knock Out Virus Specific CTL
Lines for Viral Infections in Immunosuppressed Cancer Patients

NCT05101213

Status RECRUITING

Phase Phase 1

Sponsor M.D. Anderson Cancer Center
Enrollment 30 participants

Key Eligibility Criteria

Inclusion (10)
« Patients \> or = 18 years of age or older.

 For BKV, ADV or CMV infections: Prior myeloablative or non-myeloablative allogeneic hematopoietic stem cell transplant using
bone marrow, peripheral blood stem cells or single or double umbilical cord blood. For JC virus and COVID19 infection: no prior
hematopoietic stem cell transplantation (HSCT) is required.

 For BKV infection, patients need to have polymerase chain reaction (PCR) positive for BKV (in peripheral blood or urine) with
consistent clinical symptoms.

 For ADV infection, patients need to have PCR positive for ADV in peripheral blood AND/OR patients need to fit criteria of probable
or definitive adenovirus organ disease.

» For CMV infection, patients need to have PCR positive for CMV in peripheral blood AND/OR patients need to fit criteria of
probable or definitive CMV disease.

...and 5 more (see full listing online)

Exclusion (5)

* Patients who have received anti-thymocyte globulin (ATG) within 14 days or have received donor lymphocyte infusion (DLI) or
campath within 28 days of enrollment.

* Patients with other uncontrolled infections (excluding human immunodeficiency virus \[HIV\]/acquired immunodeficiency syn-
drome \[AIDSY)]). For bacterial infections, patients must be receiving definitive therapy and have signs of improving infection prior
to enroliment as determined by the principal investigator (PI). For fungal infections, patients must be receiving definitive systemic
anti-fungal therapy and have signs of improving infection prior to enrollment as determined by the PI.

« Patients with active steroid refractory graft versus host disease (GVHD).
* Patients on immunosuppressive therapy other than tacrolimus, sirolimus or steroids

« Active and uncontrolled relapse of malignancy. Patients with controlled malignancy on maintenance therapy would be eligible
for the study.

Locations (1 total)

M D Anderson Cancer Center, Houston, Texas, United States

https://clinicaltrials.gov/study/NCT05101213
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