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Cell Therapy

• Use a person’s own cells to unlock new potential in the fight against some of the 
most difficult-to-treat cancers. 

• Autologous chimeric antigen receptor (CAR) T cell therapy is a type of 
immunotherapy that works with a patient’s immune system by reprogramming 
their T cells to recognize and bind to antigens found on the surface of certain 
cells, including cancerous and/or healthy cells that may also express the tumor-
associated antigen. 

• Unlike traditional anti-cancer treatments which usually involve repeated drug 
cycles, the CAR T cells can continue to multiply in the patient’s body after being 
administered either once or over multiple infusions.
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The process of a typical CAR T cell therapy
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1). Leukapheresis; 2). CAR T cell manufacture; 3). CAR T cell infusion; 4). Survival (Long term) follow-up
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The design of a sample CAR T hematological malignancy 
with its related ADSL variables in purple
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How we design ADSL/ADBASE specification
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• Compliant to all current CDISC/ADaM standards (ADaMIG v1.1, v1.2 and v1.3); 

• Implement complicated study design of CAR T studies and ADaMIG instructions;

• Two types of variables: a). variables that are marked purple are some of the 
key CAR T specific features to address CT study needs; b). variables that are 
not marked are the common CDISC-compliant variables; 

• One-stop shop to cover these variables when a new study is initiated in CAR T 
cell therapy. The variables and sources/derivations in this paper are practical 
examples for your information; study/programming team need to closely check 
the study specifics and modify them accordingly.
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ADSL: IDENTIFIER AND SUBJECT DEMOGRAPHICS VARIABLES
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ADSL: POPULATION INDICATOR AND TREATMENT VARIABLES
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ADSL: POPULATION INDICATOR AND TREATMENT VARIABLES
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ADSL: TREATMENT AND OTHER TIMING VARIABLES
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ADSL: TREATMENT AND OTHER TIMING VARIABLES
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ADSL: SUBJECT-LEVEL TRIAL EXPERIENCE AND OTHER VARIABLES
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ADSL: SUBJECT-LEVEL TRIAL EXPERIENCE AND OTHER VARIABLES

12



Global Biometrics and Data Sciences Cell Therapy

ADBASE: baseline demographics and disease characteristics
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ADBASE: baseline demographics and disease characteristics
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ADBASE: baseline demographics and disease characteristics
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ADBASE: baseline demographics and disease characteristics
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ADBASE: baseline demographics and disease characteristics
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ADBASE: baseline demographics and disease characteristics
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ADBASE: baseline demographics and disease characteristics

20



Global Biometrics and Data Sciences Cell Therapy

ADBASE: baseline demographics and disease characteristics
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ADBASE: baseline demographics and disease characteristics
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