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Background

• In the past few decades, the treatment philosophy in oncology has evolved 

from being disease-centered to more patient-centered.

• Patient-reported outcome measures (PRO) are integral to oncology clinical 

research since they provide a window into the patient’s perception of the 

disease, and the surrogate endpoints may help understand treatment 

benefits.1,2

• Strengthening the integration of PROms in clinical trials can enhance the 

overall patient experience and ensure that clinical outcomes align with patient 

priorities.3

• Analyzing the landscape of PROms in trials may help assess their role in 

improving patient care, guiding regulatory decisions, and shaping future 

research.
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Methods

Results

Conclusion

• US-FDA approved 145 oncology therapies which were studied in 3106 trials. 

• Over the past decade, n=558 (17%) of the total clinical trials included a PRO.

• Of the total clinical trials that included a PRO, 2.5% clinical trials used it as a 

primary outcome, whereas 97.4% used it as a secondary outcome. 

• PRO use was the highest in breast cancer (16%), hematological malignancies 

(18%), lung cancer (20%), urological cancers (21%), and gastrointestinal 

cancers (20%). 

• PROs assessing HRQOL and functional status were the most commonly used 

in clinical trials. 

• EORTC-QLQ-C30 was the most frequently used measure across 

hematological , lung and breast cancers.

• FACT-measures were predominantly utilized in hematological malignancies 

and urological/prostate cancers.

Landscape of Patient-Reported Outcomes Measures (PROms) in Oncology Trials: 

Key Insights Into Patient Voice and Value

This study aimed to characterize the use of PROms in US-FDA approved 

oncology therapies in the past decade by: 

• Assessing the landscape of clinical trials of approved FDA drugs in oncology.

• Assessing the prevalence of PROms used in each clinical trial.

• Providing an overview of the PROm by its type and associated domains. 

• In the past decade, breast, lung, and hematological cancers have seen the 

highest number of trials with PRO use. 

• While PROs were included in only 17% of clinical trials supporting FDA-

approved oncology therapies, their use was largely limited to secondary 

outcomes. 

• Only 2.5% of trials that included PROs used them as a primary outcome, 

highlighting a missed opportunity to center patient-reported experiences in 

evaluating treatment efficacy.

Figure 1: Presence of PROs across Cancer Types
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Table 1: Overview of PROs used in Oncology Clinical Trials

PRO Database Structure

• Data on oncology clinical trials and PROms were extracted from an internal 

database of 500 FDA approved and launched since 2015. 

• Using the database, we analyzed clinical trials incorporating PROs in US FDA-

approved drugs from 2015 to 2025.

• The analysis focused on actively recruiting/completed and industry-sponsored 

clinical trials. 

• We examined the distribution of trials across different cancer types and 

assessed PRO usage by trial phase and cancer type.

• Further analysis included the frequency of use of PROs as a primary vs 

secondary outcome. 

• We also analyzed the distribution of PROms based on type, domains, and 

adoption before and after the release of the US FDA's 2021 guidance on 

measuring PROms in oncology trials.
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Figure 3: Clinical Trials with PRO as a Primary vs Secondary 

Outcome

Figure 2: Clinical Trials With and Without the Inclusion of PRO
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