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A healthy immune system is designed to use the body’s own defenses to attack and kill foreign 
“invaders” such as bacteria and virus which cause infection. Cancer has a unique ability to turn 
off a body’s normal defenses allowing cancer cells to grow and sp



FT538 is a type of cell product made up of “natural killer” or NK cells. NK cells are a type of 

• A special protein called “hnCD16” has been added to FT538 so it can attach to a type of 

• Another protein called an “IL 15 receptor complex” has also been added to FT538. 

• Finally, FT538 has been engineered to remove a protein called “CD38.” CD38 is naturally 

“What are the risks of this study?  Is there any way being in this 
study could be bad for me? (Detailed Risks)” “What Are My Responsibilities?” for more 

protein and directing the body’s immune system to kill thos



any late effects of FT538. FT538 is an “engineered” cell product and the FDA recommends 
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“What happens if I 
say yes, I want to be in this research?”



“What are the risks 

Risks)” and in the “What happens to the information collected for the research
?” section
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What happens if I say “ ”?
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which is the “instruction book” for the cells in your body. Your samples may be tested to find out 



What happens if I say “Yes” but I change my mind later?
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contribute to TLS, including the type and extent of a patient’s cancer, as well as 
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• Infusion reactions: These are generally temporary reactions. They usually happen during 
or within hours after getting the study drug. A mild to moderate reaction can cause a 
fever, chills, nausea, vomiting, headache, confusion, seizures, muscle stiffness, rash, or 
itching. A more severe infusion reaction can also cause low blood pressure, and difficulty 
breathing. They can be life threatening, cause hospitalization, or rarely may cause death.  

• Immune-related side effect: A possible side effect of the test drug is that your immune 
system may attack other, healthy parts of your body. This is known as an autoimmune 
reaction. This reaction can affect many different organs in your body. If you have a 
reaction, you may require treatment with high-dose steroids or hospitalization. Patients 
who have received other drugs that affect the immune system have experienced the 
following types of side effects:

Pneumonitis (inflammation in the lungs): Symptoms may include shortness of 
breath, chest pain, and/or cough.
Colitis (inflammation of the colon): This may lead to tears or holes in your colon 
(large intestine). Symptoms may include diarrhea or more frequent bowel 
movements, black or tarry stools (that may have blood or mucous), and/or severe 
abdominal pain.
Hepatitis (inflammation of the liver): Symptoms include yellowing of your skin or 
the whites of your eyes. You might have nausea or vomiting, abdominal pain, and 
feel less hungry than usual. Other signs include fevers or chills, dark urine, and/or 
bleeding or bruising more easily than usual.
Hormone gland problems (including thyroid, pituitary [pituitary gland is a gland in 
the brain that produces hormones], adrenal and pancreas): If you have hormone 
gland problems, you might feel a rapid heartbeat, have changes in weight, or 
increased sweating. You may feel hungrier or thirstier than usual. You may need to 
use the toilet more often. Other possible side effects are hair loss, feeling cold, 
constipation, deeper voice, muscle aches, dizziness or fainting, and/or unusual 
headaches.
Kidney problems: Symptoms may include changes in the amount or color of your 
urine, swelling of ankles, and/or loss of appetite.
Encephalitis (inflammation of the brain): You may feel headache, fever, tiredness, 
and confusion. You might have memory problems, weakness, see or hear things that 
are not there, uncontrolled muscle movements, and/or stiff neck.
Skin problems, including Stevens-Johnson syndrome (SJS) and toxic epidermal 
necrolysis (TEN): Inflammation of the skin so you may have widespread peeling of 
the skin, itching, and redness. More severe inflammation of the skin may involve the 
inside of your mouth, the surface of your eye, genital areas, and/or may  cause the 
top layer of your skin to peel from all over your body, which may cause severe, 
potentially life-threatening, infection.
Myocarditis (inflammation of the heart muscle): Inflammation of the heart muscle 
may cause difficulty pumping your blood throughout your body. This can result in 



chest pain, shortness of breath, swelling of the legs, fast or irregular heartbeat 
and/or dizziness or fainting.
Problems in other organs: You might have changes in eyesight, severe muscle or joint 
pain or weakness, and/or low red blood cells (anemia).

As of April 2021, 349 adult participants had received enoblituzumab at doses up to 15.0 mg/kg, 
which is the dose given 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
• difficulty breathing

IRRs can be life threatening and, in rare cases, may cause death. For all adult studies, IRRs 
(including CRS) have occurred in 48% of participants receiving study treatment with 
enoblituzumab. Most of the infusion-related reactions observed in participants receiving 
enoblituzumab have been mild to moderate in severity with 6 % of participants having more 
severe infusion-related reactions (including two who experienced life-threatening IRR events). 
These participants, 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) participants have experienced serious side effects that were considered related to 
enoblituzumab. Serious side effects that occurred in 3 or more participants included:

• IRRs
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cause you to feel “closed in” while lying in the scanner. However, the 



“closed in” and become anxious while in the scanner. The scanner has an intercom, which will 
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• study doctor’s or study site’s decision to withdraw you from participation;
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Participants’ Advocate Line at 
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http://www.clinicaltrials.gov/
about:blank
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