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What is the PRO-CTCAE? The PRO-CTCAE is a added 5.2 seconds to the time it took to
: : guestions included in the PRO-CTCAE.

complementary tool to be used in conjunction with the complete the assessment (Figure 5). Table 1. Overall completion rates
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presence/absence and/or interference with daily activities).” 140 the number of questions included in the PRO-CTCAE form. This suggests that electronic PRO-CTCAE
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For each symptom, 1-3 attributes are assessed. 0 é 500 /—@ is a feasible solution for collecting self-reported symptomatic AEs.
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2 O
Z

35
30
150
20
, 100
. . 5
and inconsistent answers. 40
10
20 || - I I I >0 References
MethOdS 0O ‘ ‘“‘HHhh‘mm”hh‘lﬂ ----- e T — 0 I 0 1. The International Council for Harmonisation (ICH) guideline “E6(R2) Good Clinical Practice: Integrated Addendum to ICH
1 2 3 4 5 6

All PRO-CTCAE were collected electronically on Clario TOAORILNSIIIXRLwIOoORR S 358 33
— -

NNNNOOO ”
: : 2. The European Medicines Agency (EMA) guideline “Appendix 2 to the guidance on the evaluation of anticancer medicinal

Tablets. Operational data for completion status (completed : . . . : P J y.( ) 9 PP I . o o TR T

| | . Time to complete form in seconds B Number of PRO-CTCAE questions — Median duration (sec) o products in man - the use of patient-reported outcome (PRO) measures in oncology studies - Scientific guideline Jun 2014).
or missed) and duration of time to complete the PRO-CTCAE completed PRO-CTCAE 3. The U.S. Food and Drug Administration (FDA) guidance document “Core Patient-Reported Outcomes in Cancer Clinical Trials
in seconds was extracted. Completion rates were examined (Jun 2027D.
overall and for every 3-month interval (quorters O1to Q9+). Figure 4. Time to complete form in seconds Figure 5. Number of questions by median duration 4. The U.S. Food and Drug Administration (FDA) guidance document “Optimizing the Dosage of Human Prescription Drugs
The median was selected for analyses of time to complete and Biological Products for the Treatment of Oncologic Diseases (Jan 2023).
to account for skewness. A linear regression was used to This chart shows the frequency of duration for the length of time This chart shows the number of questions represented as the bars and left 5. The National Cancer Institute (NCI) “Common Terminology Criteria for Adverse Events (CTCAE)” (Version 5.0, Nov 2017).
examine time to completion as a function of the number of it took for participants to complete the PRO-CTCAE across studies Y-axis, along with the median duration to complete the form on the line

(Median = 82s; study-specific median range: 24s to 276s). and right Y-axis. As the number of questions included in the PRO-CTCAE

guestions asked to determine the impact of adding questions Funding Source: Clario

increased, the time to complete the PRO-CTCAE increased.

on completion time. Disclosure: Employment - all authors are employees of Clario.

2023 ASCO Annual Meeting Contact the authors at jessica.emerson@clario.com and kelly.dumais@clario.com



