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Conclusion 
 
 
 
 
 
 

PRO protocol content is frequently inadequate, and 
nonreporting of PRO findings is widespread, meaning 
patient-important information may not be available to benefit 
patients, clinicians, and regulators. Even where PRO data 
are published, there is often considerable delay and 
reporting quality is suboptimal.  

What this means for the service 
 
 
 
 
 

We therefore recommend that researchers utilize the 
recently published SPIRIT-PRO Extension (38) alongside 
the original SPIRIT 2013 statement (29,43) when developing 
protocols for trials including PROs. For reporting, we 
encourage the use of the CONSORT-PRO (31) Extension 
alongside CONSORT (44). Evidence suggests that the use 
of such checklists may be valuable in driving up standards of 
PRO research (45). We urge funders and journals to 
endorse and enforce the use of SPIRIT-PRO and 
CONSORT-PRO; and to promote and facilitate prompt 
publication of PRO findings, preferably as part of the main 
trial report. Finally, we encourage all stakeholders to utilize 
the growing range of suitable open access PRO training 
resources/guidelines to support high-quality PRO research 
and dissemination. 
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