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Introduction

e challenge of interpreting cancer clinical trials arises from the
frequent absence of a survival bene t associated with new medications,
even when there are indications of potential treatment utility. While
new therapies may improve surrogate endpoints like time to disease
progression and progression-free survival, these may not align with
overall survival [1]. Factors such as post-study therapies available to
patients, unequal crossover following study therapy, or the inadequacy
of surrogate endpoints as substitutes for overall survival contribute to
this discrepancy. Evaluating cancer symptoms can provide an early
indicator of bene t directly relevant to patients' lives, encompassing
symptoms of the disease or side e ects of therapy. Such symptom
assessment can potentially predict future events, including tumor
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sensitive HRQOL evaluations.  eir shorter length (16 to 24 questions)
addresses issues of patient burden, clinic work ow disruption, and
interpretability, fostering easier adoption in clinical practice and
research settings.

Tailored for chemotherapy-treated patients with advanced
cancer: e NCCN-FACT symptom indexes speci cally target
chemotherapy-treated patients with advanced (stages Il and 1V)
cancer. Designed for clinical practice or trials focusing on the
concentrated symptom experience of advanced disease patients, they
0 er a more e cient alternative to lengthier FACT cancer-speci ¢
measurements. While original FACT measures are preferable for
assessing multidimensional HRQOL in advanced or early-stage cancer,
the NCCN-FACT indexes cater to the unique needs of advanced cancer
patients.

Regulatory compliance and sensitivity: Developed with
consideration of FDA Patient-Reported Outcome (PRO) Guidelines,
the NCCN-FACT symptom indexes align with regulatory frameworks,
enhancing their acceptance in clinical researchand ling.  ese indexes
stand out as a suitable option for quantifying HRQOL when assessing
the impact of novel medicines on essential symptoms across various
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of evaluating HRQOL alongside safety and tolerability when assessing
innovative medicines. Future trials using the NFOSI-18 as an HRQOL
outcome measure in trials involving innovative biologic therapy may
provide valuable insights into the TOI changes among ovarian cancer
patients.
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