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ABSTRACT

A condition known as cancer occurs when some of the body's cells change, proliferate out of control, and spread to other body parts. The mutated cells can invade and kill healthy human tissue everywhere in the body.The lymphatic system and bone marrow are frequent sites of liquid tumors (blood cancer). In oncology clinical trials, response and progression is key to measuring survival and

remission rates. In accordance with the response criteria guidelines, oncology studies are also divided into one of three subtypes. The first sub type, Solid Tumor study, usually follows RECIST (Response Evaluation Criteria in Solid Tumor) or irRECIST (immune-related RECIST). The second sub type, Lymphoma study, usually follows Cheson 1997 or 2007. Lastly, Leukemia studies follow study

specific guidelines (e.g., IWCLL for Chronic Lymphocytic Leukemia).In addition to particularly demonstrating with examples what oncology SDTM domains are used to collect the various data points in each type, this paper will focus on the blood cancers (Lymphoma and Leukemia). The construction of clinical trial artefacts in liquid oncology research will be streamlined by CDISC
standards, as demonstrated in this paper, and those standards will be employed to capture disease response.

AN INTRODUCTION TO ONCOLOGY CLINICAL TRIAL STRATEGIES

Cancer refers to disease in which some of the body’s cells mutate and grow uncontrollably and spread to other parts of the body. The mutated cells have the ability to infiltrate and destroy normal body tissue throughout the body.
Cancer can start almost anywhere in the human body. Cancer cells may form tumors, which are lumps of tissue. Tumors can be cancerous or non-cancerous (benign). Tumors can be cancerous or non-cancerous (benign). & | o e e R
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There are two main types; solid tumors (organ tumors) and liquid tumors (blood cancers). Both types are similar in that they are made of abnormal cells that grow _,.) RS TE| —
: : : : : 2R e .
CANC E R TY ES uncontrollably. Solid tumors refer to a solid mass or multiple masses of cancer cells that grow in organ systems and can occur anywhere in the body. Ex: Brest cancer, —— e '-& ¥° 9
skin cancer. Liquid tumors occur in the blood, bone marrow or lymph nodes and circulate around the body through the blood stream. o / % TSF: 3
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'z~ | There are three main types of blood and bone marrow cancer are leukemia, lymphoma and myeloma. Leukemia Cancer that starts in blood-forming tissue such as bone marrow and causes large numbers| = =& = @ a=Y me =

of abnormal white blood cells to be produced and released to the bloodstream.Leukemia cells are usually immature (still developing) white blood cells. People who have leukemia make a lot of white
blood cells that can't fight infections. Lymphoma is cancer that begins in infection-fighting cells of the immune system, called lymphocytes. These cells are in the lymph nodes, spleen, thymus, bone marrow, and other parts of the body. When one has lymphoma, lymphocytes change

and grow out of control. Myeloma cancer develops in the bone marrow and affects plasma cells, which produce antibodies that attack infections and diseases. Cancerous plasma cells also produce faulty antibodies, whichmake it hard for the body to fight infections.

Lymphoma Leukemia Myeloma

CANCER STATISTICS SOLID TUMOR LYMPHOMA LEUKEMIA LEUKEMIA VS. LYMPHOMA Oncology stu<.i|es are complex and .challengmg for programmers. and statisticians
_ | S B - to carry out since they need for unique methods of data collection, measurement,
Lymphoma and leukemia, often called liquid cancers or

blood cancers, share a common origin—lymphocytes, or and analysis. In the following respect, oncology studies are distinct from
white blood cells of the immune system. other types of research.
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LYMPHOMA CHRONIC LYMPHOCYTIC LEUKEMIA

The Rai staging system classifies CLL into three separate

COLLECTION OF LYMPHOMA DATA AND IMPLEMENTATION OF SDTM risk groups The Binet staging system classifies CLL into three stages
_ o . COLLECTION OF LEUKEMIA DATA AND IMPLEMENTATION OF SDTM Stage Characteristics Stage |Characteristics
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scan on lesions (to distinguish viable tumor from fibrosis) Spleen and Liver Enlargement Assessment —TR: Tumor Results by CT SCAN* —LB : Lymphocytes, Neutrophils, Platelets, and Hemoglobin

¢ Bone Marrow Involvement Assessment - Blood Count Assessment — Neutrophils, Platelets and Hemoglobin

—PE /FA: Liver and Spleen Enlargement —RS : Response evaluation*
¢ Spleen and Liver Enlargement Assessment

ONCOLOGY SDTM IMPLMENTATION ON CHESON 2014 MEASUREMENT
e Tumor measurement in SPD by CT SCAN (TR) *

e Tumor assessment by PET (TR)*

e Bone Marrow Infiltrate (LB and FA)

INTRODUCTION OF IWCLL

An international workshop on chronic lymphocytic leukemia (IWCLL) group

published guidelines for response measurements on CLL in 1996 and 2008. EXAMPLES OF ONCOLOGY SDTM DOMAINS
IWCLL 2008 defines the diagnosis of CLL.
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