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 ≥ 18 years of age at time of consent signing, GOG performance status ≤ 2
 Patient weight of ≥ 50 kg due to FT5
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clinical efficacy. As the concept of “missing self” and the rules of NK cell 

and the patient’s tumor cells).



NK cells are so named for their “natural” ability to kill cancer cells without prior 
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“Intraperitoneal 

Ovarian, Fallopian Tube, and Primary Peritoneal Cancer”



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

mechanisms. FT538 mediates “innate cytotoxicity” that is potent and specific 

•



•

•

of consent (n=1), and “other” (n=1).  The 3 patients who discontinued due to death 
and “other” all had progressive disease.
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Refer to the FT538 Investigator’s Brochure for additional details
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•
R−related serologic or 

identified. • 
•

IL2rγnull (NSG) mice was evaluated following three intravenous (IV) 

Investigator’s Brochure. 

"immunologic space” and

gamma receptor (FcγR) IIIA (CD16A) and decreased affinity for the 
human inhibitory FcγRIIB (CD32B). (Enoblituzumab IB)





cells/kg to ≤3 × 
to ≤10 × 10

IV on days −6 and −5. 



In addition to the generation of “immunologic space” to support FT538, reasons fo
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FDA’s 
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period of time (≥ 6 months).

 platelets ≥ 75,000 x 10
(ANC) ≥ 1000 x 10

 Estimated glomerular filtration rate (eGFR) ≥ 60 



 AST and ALT ≤ 3 x upper limit of institutional normal
 Oxygen saturation ≥ 90% on room air; 

–

 LVEF ≥ 40% by echocardiography, MUGA, or cardiac 

–

–
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at the patient’s original Dose Cohort assignment 



treatment related adverse events have resolved to ≤ Grade 1 or 

about participation), the patient’s record is updated in OnCore as a screen failure 

sed on an eligibility assessment documented in the patient’s medical 

and a “treatment slot” is available



physician’s discretion. The study staff will update OnCore with the patient’s non

–





The full, calculated dose will be administered based on the patient’s actual weight
≥

≥
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If the patient experiences a ≥ Grade 
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atient’s assigned 
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Grade ≤3 •

may continue following resolution of Grade ≤3 infusion
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≥38˚C ≥38˚C ≥38˚C ≥38˚C

b Fever is defined as temperature ≥38°C not attributable to any other cause. Constitutional symptoms of CRS, 



flow nasal cannula is defined as oxygen delivered at ≤6 liters/minute. Low flow also includes blow
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a Use “Rule of Nines” or burn chart to determine extent of rash. 



moderate in severity. Events of IRR/CRS ≥ Grade 3
(n=24) of patients. Two of these patients with a ≥ Grade 3

Enoblituzumab Investigator’s Brochure.

 Infusion reactions – Refer to Section 7.2  

 Immune-related side effect: 

Pneumonitis (inflammation in the lungs)

Colitis (inflammation of the colon)

Hepatitis (inflammation of the liver)

Hypothyroidism 

Adrenal insufficiency 



Kidney problems.

Encephalitis (inflammation of the brain)

Skin problems, including Stevens-Johnson syndrome (SJS) and toxic 
epidermal necrolysis (TEN)

Myocarditis (inflammation of the heart muscle)

Other issues including changes in eyesight, severe muscle or joint pain or 
weakness, and/or anemia.

Investigator’s Brochure

Very Common (≥10%)
• –
•
•
•
•

•
•
•
•
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– collect prior to the day’s 

– collect prior to the day’s 

–
prior to the day’s treatment (if 

–

–



All research samples go to the Masonic Cancer Center’s Translational Therapy Lab (TTL) 

antibodies testing are charged to research but run in the treatment center’s clinical lab. If 
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reporting, ‘reasonable possibility’ means there is evidence to suggest a causal 



event or suspected adverse reaction is considered “serious” if, in the view of either 
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“unexpected” if it is not listed in the investigator brochure or is not listed at the 
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In addition to documenting the event in the study’s CRF’s, DLTs are to be 



“Neoplas –



based on the patient’s actual wei
Significant (≥ 10%) change in body weight from baseline should prompt 

ons that may affect the subjects’ 

–



– –



CRS ≥ Grade 3
Two of these patients with a ≥ Grade 3

Refer to the current Investigator’s Brochure for additional information.

As of April 2021, 349 adult patients had received enoblituzumab at doses up to 
15.0 mg/kg, which is the dose used in this study. 

So far, the most important safety risk that has been identified with enoblituzumab 
is infusion-related reaction (IRR), including reactions known as cytokine release 
syndrome (CRS). IRRs are effects due to a drug that may occur during or shortly 
after an infusion. Signs and symptoms of an infusion-related reaction may include 
fever, chills, nausea, vomiting, headache, muscle stiffness, rash, itching, low 
blood pressure, and difficulty breathing. IRRs can be life threatening and, in rare 
cases, may cause death. For all adult studies, IRRs (including CRS) have 
occurred in a 48% patients receiving treatment with enoblituzumab. Most of the 
infusion-related reactions observed in patients receiving enoblituzumab have 
been mild to moderate in severity with 6 % of patients having more severe 
infusion-related reactions (including two who experienced life-threatening IRR 
events). These patients, some of whom were hospitalized for these reactions, 
recovered after receiving treatment with steroids, antihistamines and intravenous 
fluids.



The following were the most common side effects that were considered related to 
enoblituzumab administration and were seen in at least 1 of 10 adult participants. 
These side effects have been generally mild or moderate.
 infusion related reactions (described above)
 fatigue 
 nausea 
 chills 
 vomiting 
Eleven (11) patients have experienced serious side effects that were considered 
related to enoblituzumab. Serious side effects that occurred in 3 or more patients 
included: IRRs. 

Investigator’s Brochure for additional information.

• 2.8 × 10

• 5.6 × 10

• 2.8 × 10

use CryoStore™ 50 EVA, 10
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phase of liquid nitrogen (VPLN) at ≤

also contain the following statement: “Caution: New Drug –
States Law to Investigational Use.”



CTSI’s instance of OnCore® (Online Enterprise Research Manag



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

 eview of the study’s progress by the Masonic Cancer Center 



ilitate communication regarding the study’s 

https://z.umn.edu/dsmp


meeting’s agenda.

O’Quigley, 1996







exp(α) where pi is a constant and α is the parameter to be estimated. The goal 



≤25%.

The function ‘crm’ from the R package ‘dfcrm’ will 

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

4. The hypothesized number of patients enrolled at each dose during the trial under the assumed hypothesized “true” 
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Enoblituzumab (MGA271) Investigator’s Brochure. Edition number 11.0. Release date 15 June 



human CD16 (FcγRIII) 

Kiessling R, Klein E, Wigzell H. “Natural” killer cells in the mouse. I. Cytotoxic cells with 

mediated shedding of FcγRIIIA on human NK 

–

Malmberg KJ, Carlsten M, Bjӧrklund A, et al. Natural killer cell



15Rα. PNAS Jun 13 2006. Vol 103 No 24.

15Rα Immunotherapy Maximizes 
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Baseline documentation of “Target” and “Non Target” lesions
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(1) Although a clear progression of “non target” lesions only is exceptional, in such circumstances, the 
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“symptomatic deterioration”. Every effort should be made to document the objective progression 
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rt(s) independent of the study at the study’s completion.  

Simultaneous review of the patients’ files and radiological images is the best approach. 










https://ctep.cancer.gov/protocoldevelopment/docs/recist_guideline.pdf
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7 days. This toxicity was observed in ≤0.2% of patients treated at FLU 

−
• • 

− The subject’s renal function should be monitored closely.
• • 
• • 
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 bject to ICU if encephalopathy associated with Grade ≥2 CRS 
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 Elevate head end of the subject’s bed to an angle of 30
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