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Patient-reported outcome (PRO) endpoints have been used for at least two decades in 
randomized controlled trials (RCTs) involving patients with NSCLC. Despite the existing 
guidance on PRO reporting, which the FDA issued in 2009, most PRO studies on NSCLC used 
incomplete/modified checklists resulting in misinterpretation and poor reporting practices. 

INTRODUCTION

To investigate the methodological quality of PRO reporting in the RCTs on first-line treatment
in advanced NSCLC according to the highest quality international standards (ISOQoL),
CONSORT-PRO extension, & CONSORT outcomes 2022 extension guidelines to examine factors
associated with a high quality of PRO reporting.

OBJECTIVE

Embase, Cochrane Library, and PubMed were searched for articles published between 2014-
2023. Eligible articles were RCTs of adult advanced NSCLC patients with first-line therapy with
PROs in primary or subsequent publications, with a comparison of PROs among treatment
groups

METHODS

RESULTS

CONCLUSION
International guidelines for designing, reporting, and analyzing PRO data are available to
improve overall study quality, but PRO reporting in clinical trials still needs to be more
consistent. Tailored efforts to measure QoL for different subsets of the NSCLC patient are
required. The findings can help investigators to focus on critical aspects most in need of
attention when reporting PROs in NSCLC trials—further assisting in understanding lung cancer
patients' real-life experiences in the era of personalized medicine.
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RESULTS  PRISMA Flow chart 

Studies selected for analysis were limited to
randomized, controlled, phase 3 trials of
untreated patients with advanced non-small
cell lung cancer (NSCLC) that specifically
reported PROs published between January
1st, 2014, and January 1st, 2023.

The search was restricted to English-language
publications and those for

A total of 3510 studies were assessed, and 61
RCTs, enrolling 20,597 patients, were included
in the review.
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Table 1: Characteristics of Randomized control trials
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PRISMA 2020 flow diagram for new systematic reviews which included searches of databases and registers only 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

*Consider, if feasible to do so, reporting the number of records identified from each database or register searched (rather than the 
total number across all databases/registers). 

**If automation tools were used, indicate how many records were excluded by a human and how many were excluded by 
automation tools. 

 

 

 

 

 

From:  Page MJ, McKenzie JE, Bossuyt PM, Boutron I, Hoffmann TC, Mulrow CD, et al. The PRISMA 2020 statement: an updated 
guideline for reporting systematic reviews. BMJ 2021;372:n71. doi: 10.1136/bmj.n71 
 

For more information, visit: http://www.prisma-statement.org/ 

 

Records identified from: 3510. 
Embase (n = 2014) 
Cochrane (n = 1148) 
PubMed (n=348) 

Records removed before 
screening: 

Duplicate records removed.  
(n= 631) 
 

Records screened. 
(n = 2879) 

Records excluded using automated 
tool. 
(n=564) SLR/ Meta-analysis  
(n = 196) Cost-effectiveness study 
(n= 260) Observational studies 
 

Reports sought for retrieval. 
(n =1859) 

Reports not retrieved. 
(n = 1490)  
 

Reports assessed for eligibility. 
(n = 369) 

Reports excluded: 
Conference abstract (n = 153) 
Phase II (n = 57) 
Not first- line of therapy (n =72) 
Other (n= 26) 
 

Studies included in review. 
(n = 61) 

Identification of studies via databases and registers 
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