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• CD38 expression is defined by ≥20% of malignant cells with CD38 expression by flow cytometry on 
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NK cells are so named for their “natural” ability to kill cancer cells 
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• γ
α



• ADCC, which occurs when an antibody binds to a tumor cell and the antibody’s 
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immunologically “cold” to one that is “hot,” characterized by an increased immune 



• FT538 is expected to have superior effector function compared to patients’ 

mechanisms. FT538 mediates “innate cytotoxicity” that is potent and specific 
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Daratumumab (DARA) is a monoclonal IgG1κ antibody against CD38, a 



"immunologic space” and providing a pool of homeostatic cytokines such as IL
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Weight ≥ 50 kg due to FT538 fixed cell dosing and FT538 product 
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≥50
Total bilirubin ≤ 5 × upper limit normal (ULN), not applicable for patients with 
Gilbert’s syndrome



AST ≤3 × ULN and ALT ≤ 3 × ULN, not applicable if determined to be directly 

≥18 years provides voluntary written consent prior to the 
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based on the patient’s dose level. 
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Use “Rule of Nines” (see Percent Body Surfaces table below) or burn chart to 

https://www.cibmtr.org/manuals/fim/1/en/topic/f2100-q131-233
https://www.cibmtr.org/manuals/fim/1/en/topic/f2100-q131-233#fn4970154495f8fa66a18821-1
https://www.cibmtr.org/manuals/fim/1/en/topic/f2100-q131-233#fn4970154495f8fa66a18821-2
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https://www.cibmtr.org/manuals/fim/1/en/topic/f2100-q131-233#fn4970154495f8fa66a18821-5
https://www.cibmtr.org/manuals/fim/1/en/topic/f2100-q131-233#fn4970154495f8fa66a18821-6




“Clinic visits” may be done by a virtual visit or by phone, email, or text to assess general 
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† BM aspirate and biopsy for response assessment should be performed on day 2

if clinically indicated, and may be discontinued upon patient’s return to baseline. 
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All research samples go to the Masonic Cancer Center’s Translational Therapy Lab (TTL) 

treatment center’s clinical lab. 



statement: “Caution: New Drug – Limited by United States Law to Investigational Use.”

FT538 must be stored in the vapor phase of liquid nitrogen (VPLN2) at ≤ 

− Do not use implanted ports.
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In addition to documenting the event in the study’s CRF’s, all DLT

patient’s underlying



This study will collect regulatory and clinical data using University of Minnesota CTSI’s 

subjects’ rights, safety, or well
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All other SAE’s



CRF will be approved by the study’s Principal Investigator and the Biostatistician prior 

study’s Data and Safety Monitoring Plan will be in compliance with the University 

▪ At least quarterly review of the study’s progress by the Masonic Cancer Center Data 

▪



study’s Principal Investigator
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the desired maximum toxicity rate of ≤25%. Given that we will have prior data once the 
no “skeleton” estimates are needed. The MTD will be identified by the 

The function ‘crm’ from the 
R package ‘dfcrm’ will calculate posterior means of toxicity probabilities. Dose 

≤25%. Based on the simulations from 



SAE’s without a DLT trigger step 2 in stage 1, DLT’s regardless of SAE’s trigger stage 2

“true” probabilities 
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https://www.aabb.org/tm/coi/Documents/coi1017.pdf
http://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/DARZALEX+Faspro-pi.pdf
http://www.janssenlabels.com/package-insert/product-monograph/prescribing-information/DARZALEX+Faspro-pi.pdf
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7 days. This toxicity was observed in ≤0.2% of patients treated at 
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− The subject’s renal function should be monitored closely.
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• Deaths occurring ≥7 days following completion of initial 

•

•

• Deaths occurring ≥7 days following completion of initial therapy 

one marrow blasts ≥5%; or reappearance of
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a “Progressive disease” is a new provisional category that is arbitrarily defined; the category aims at harmonizing
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