SHOULD CLINICIANS’ PREDICTED IMMINENT AND WITHIN 90 DAYS DEATH BE EXCLUDED IN CLINICAL TRIALS?

Introduction: Excluding patients from clinical trials based on “likely death within 24 hours” and “likely death within 90 days” is common practice. However, inaccurate identification of these patients may lead to skewed trial populations and underpowered studies. 

Objectives: To determine the difference in predicted imminent and within 90 days death, and actual time of death in patients who were excluded from clinical trials.

Methods: The exclusion logs for trials conducted were screened retrospectively. All patients who were excluded from trials due to likely imminent or within 90 days death were identified. Patient records were examined to determine whether death occurred, and if so, whether it occurred within the time criterion estimated. Patient demographics including APACHE scores, ventilation hours, vasopressor and renal replacement therapy requirements were also collected. 

[bookmark: _GoBack]Results: 76 patients (30 female, mean (SD) age 69  15.5, median (IQR) ICU length of stay 46 [22-107] hours, mean (SD) APACHE II 30 8.8, mean (SD) APACHE III 113 35.9) were identified as having been excluded from trials during the years of 2016 and 2017. All patients received vasopressor support, 75 (98.5%) required invasive ventilation, and 17(22%) received renal replacement therapy. Fifty patients were excluded due to “likely death within 24 hours”, 18/50(36%) died within 24 hours, 18/50(36%) died later during the same admission, and 14/50(28%) survived and were discharged home. Twenty-six patients were excluded due to “likely death within 90 days”, 21/26 (81%) patients died within 90 days, two (7.5%) died after 90 days and three (11.5%) survived. 

Conclusion(s): Predicting imminent death of critically ill patients is challenging. Clinicians are more accurate in predicting death within 90 days. Imminent death as an exclusion criterion in clinical trials needs to be further qualified.
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