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Evaluating the Adherence of Reporting Patient Reported Outcomes to the CONSORT and ISOQOL Standards Among Aggressive Large B Cell Lymphoma Patients: Systematic Literature Review of RCTs

OBJECTIVES
• To evaluate the adherence of reporting Patient Reported Outcomes (PROs) to the

2013 CONSORT PRO extension, CONSORT-Outcomes 2022 extension, and
ISOQOL standards in Randomized Control Trials (RCTs) among Aggressive Large
B Cell Lymphoma (LBCL) patients.

INTRODUCTION
• Inclusion of PROs in novel immune targeted trials influence multiple Stakeholders 

who use PRO evidence for Decision Making 
• Significant heterogeneity and several areas of deficiency in the reporting of PROs 

across cancer trials have been identified in prior reviews1,2, indicating the need for 
adherence to reporting guidelines.

RESULTS

METHODS
Search & Study Selection
• A literature search was performed on PubMed, Embase, Cochrane library between 

2013 and 2022. 
• Search terms were designed to include RCTs  in Aggressive LBCL patients with a 

PRO endpoint
Data analysis
• Trial frequencies and percentages were reported for data items. 
• Individual item compliance was rated "good", "moderate", "poor" when ≥80%, 50–

79% and ≤49% of RCTs respectively addressed the CONSORT 2013 and 2022 
items checklist according to Mercieca-Bebber et al3

RESULTS
• PROs were secondary endpoints in all the included ten studies
• The most consistently reported items with good overall compliance to CONSORT-

PRO and CONSORT-outcomes extension were P6ai-evidence of PRO instrument
(10/10), 13ai-participants reporting PRO data at baseline (9/10; 90%) and at
subsequent time-points (13aii; 10/10), P20-PRO-specific limitations (8/10; 80%) and
6a.5-state the timepoints used for analysis (10/10)

• The least frequently reported items with poor compliance to CONSORT-PRO
extension were P2bi-PRO hypothesis present (1/10; 10%), P2bii-PRO domains
specified in the hypothesis (1/10; 10%), and P6aiii-mode of administration specified
(3/10; 30%)

• Items specific to missing data such as P12a-statistical approach for dealing with
missing data specified (3/10; 30%) in CONSORT-PRO, 12a.3- describe the methods
used to handle missing outcome items or entire assessments (2/10; 20%) in
CONSORT- 2022 Outcomes extension and statistical approaches for dealing with
missing data (3/10; 30%) in ISOQOL, were poorly reported across all RCTs
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PRO identified as an outcome in the abstract

PRO hypothesis stated and specify the relevant PRO
domains

Mode of administration of PRO tool & methods of data
collection

Rationale for choice of the PRO instrument used should be
provided

Evidence of PRO instrument validity and reliability should be
provided

Intended PRO data collection schedule should be provided

PROs identified in the trial protocol; post-hoc analyses
identified

Status of PRO as a primary or secondary outcome stated
Evidence of statistical analysis and tests of statistical

significance for each PRO hypothesis tested
Statistical approaches for dealing with missing data

Extent of missing HRQL data should be documented at each
time point

Flow diagram or a description of the allocation of participants
and those lost to follow-up for PROs

Reasons for missing HRQL data should be discussed

Study patients’ characteristics should be described, 
including baseline PRO scores

Limitations of the PRO components of the trial should be
explicitly discussed

Generalizability issues related to the PRO results should be
discussed

Clinical significance of the PRO findings should be
discussed.

PRO results should be discussed in the context of the other
clinical trial outcomes.

ISOQOL
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6a.2 Describe the specific measurement variable and the
time point for each outcome

6a State the time points at several time points

6a.8 Description of the study instruments to assess the
outcome in a population similar to study sample

6a.9 Describe who assessed the outcome

6a.10 Describe any processes used to promote outcome
data quality during data collection

7a.1 Define and justify the target difference between
treatment groups

12a.1 Describe any methods to account for multiplicity in the
analysis

12a.3 Describe the methods used to assess patterns of
missingness and describe the methods used to handle

missing outcome items or entire assessments

12a.4 Provide a definition of the outcome analysis
population relating to nonadherence of the trial protocol

17a.1 Include the results for all prespecif ied outcome
analyses

CONSORT-2022 OUTCOMES
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P1b Abstract – PRO noted as primary/secondary endpoint 

2a Rationale for including PROs

P2bi. PRO hypothesis present

P2bii. PRO domains specified in the hypothesis

P6ai. Evidence of PRO instrument provided/cited

P6aii. Statement of the person completing the PRO measure

P6aiii. Mode of administration specified

P12a. Statistical approach for dealing with missing data
specified

13ai. No. of participants reporting PRO data at baseline
13aii. No. of participants reporting PRO data at subsequent

time points

15 Demographics table includes baseline PRO findings

16 Number of patients denominator included in each PRO
analysis

17ai. PRO results reported for the domains and time points

17aii. Results include confidence intervals, effect size

18 Results of any subgroup/adjusted/exploratory analyses
are reported

P20.PRO-specific limitations provided

P21.Implications of PRO results for generalizability, use in
clinical practice

22 PROs interpreted in relation to clinical outcomes eg,
survival data

CONSORT-PRO 2013

Fig 2: Radar plot showing mean score for each elements across CONSORT-PRO 2013 checklist
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Studies retrieved from 
databases (n = 250) 

Studies removed 
before screening 
• Duplicate 

studies (n = 60) 
 

Title and abstract 
screening (n = 190) 

Irrelevant studies 
excluded (n = 154) 

Full-text screening  
(n = 36) Studies excluded (n = 26)  

• Ongoing studies (n = 9) 
• Study designs (n = 5) 
• No QoL data (n=12) 

 Studies included in 
review (n = 10) 
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Fig 1: PRISMA chart 

CONCLUSION
• Our study highlights the importance of following PRO Reporting guidelines,

ensuring consistency in generating and reporting PRO data in DLBCL RCTs, and
further aid decision makers and trialists to better interpret and design PROs in the
future.

Fig 3: Radar plot showing mean score for each elements across CONSORT-2022 outcomes checklist

Fig 4: Radar plot showing mean score for each elements across ISOQOL checklist
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