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INTRODUCTION METHODS

Phase | clinical trials (CT) are the standard of care to proof new drugs are safe! . Adverse events Patients treated from 2016 to 2022 in the phase | CT unit at MD Anderson Cancer Center were included.
(AEs) are reported using the Common Terminology Criteria for Adverse Events (CTCAE) version 5.0,

, | Clinical baseline prognostic factors [ECOG, age, Carlson comorbidity index (CCI] were included and analyzed. AEs according to the CTCAE v5.0 were collected and simplified into 21 categories per trial and patient.
categorized into 5 grades?

Treatments were divided into: Cytotoxic agents (Chemo), Targeted Therapy (TT), Immune checkpoint inhibitors (ICl), Chimeric antigen receptor T cells (CART), or Cytokines (CYT). Using regimen-related AEs

An enormous amount of AEs data per patient Is created per clinical trial, which is hard to quantify for evaluable patients, mean (SD)

and report. The total toxicity burden (TTB) summarizes the overall AEs per patient during a clinical | | |
trialinto a single quantifiable number*. TTB for each treatment group was computed using each patent's worst grade as the severity weight for each type of AE.

We believe this is a more precise and objective way of reporting AE To estimate the average treatment effects (ATE) among the four major groups (cytotoxic agents, targeted agents, immmunotherapy, and cytokine agents), we used inverse probability weighting (IPTW) with
propensity scores to adjust for patient baseline variables. The propensity scores were constructed using a logistic regression model based on selected patient baseline variables, including age, sex, race,
ethnicity, number of prior treatment lines, ECOG score, and Charlson index. A standardized mean difference (the mean divided by the standard deviation of a difference) within the range of -0.1 to 0.1 was
OBJECTIVES considered balanced. After IPTW, linear regression with the same covariates used for propensity score model was conducted for TTB, and the final ATE in terms of TTB was obtained using g-computation
approach. For grade >=3 AE rates, IPTW-based logistic regression and the g-computation approach were used. The p-values were derived from the Z-test.

We aimed to calculate the TTB In phase | trials from MD Anderson Cancer Center, and to
compare the TTB between groups of drugs.

RESULTS

Table 1: Population Characteristics per Drug Group. Figure 1. Drug Group Comparisonsbased on IPTW, Table 2: IPTW-adjusted estimates of the TTB and grade >= 3 AE
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