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Presenter Notes
Presentation Notes
Several key points from the 2013 report highlight the importance of patient-reported outcomes. The 2013 report put patients at the center of its conceptual framework and stressed the importance of evidence-based care. Patient-reported outcomes or PROs reflect the intersection of patient-centeredness and evidence.



“clinical trials and comparative effectiveness research must

include data collection that reflects patient-reported outcomes”
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ISOQOL recommends minimum standards for patient-reported
outcome measures used in patient-centered outcomes
and comparative effectiveness research
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Clinicians need evidence-based medicine to help them make clinical decisions with their patients. For many
health problems, the goal of treatment s to help the patient to function and feel better. To measure patient
functioning, well-being, and symptoms, questionnaires referred 10 as patient-reported outcome (PRO)
measures are ofien used. Clinicians are generally not trained in survey design, scale development, and
questionnaire administration, making it difficult for them to interpret and effectively use PROs as clinical
evidence. Itis increasingly important that clinicians be able to understand and use outcomes measured from
both the clinical and patient perspectives to inform their practice. We aim to provide a“Clinician’s Checklist
10 help practicing clinicians understand clinical research articles that include PROs so that the information
an be used for decision making, This checklist provides an itemization of important areas for the reader o
consider wicl P 5 elements when read
using PROs: study design and PRO assessment strategy, PRO measure performance, validity of results,
context of the findings, and generalizabiliy to their own patient population. Patient-reported outcomes play
an increasingly prominent role in clinical research and practice, and this trend has the potential to improve
the patient-centeredness of care. Clinicians will need to understand how to use PROs to partner with patients
and help them function and feel better. The proposed Clinician’s Checklist can help clinicians systematically
evaluate PRO studies by determining whether the study design was appropriaie and whether the mea-
surement approach was adequate and properly executed as well as by assisting in the interpretation and
application of the resulis to a specific patient population.

2014 Mayo Foundaion for Medial Educaton and Research & Mayo Cln Proc. 201696-652-661
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Presenter Notes
Presentation Notes
The IOM report encouraged the incorporation of PROs in clinical trials, and over the past decade, a range of tools have been developed to support these efforts. Right around the time of the IOM report, an extension to the CONSORT guidelines focused on reporting PRO endpoints from clinical trials was published, as well as recommendations from the International Society for Quality of Life Research for selecting which PRO measure to use in patient-centered outcomes and comparative effectiveness research. In 2014, a Clinician’s Checklist to help practicing clinicians without PRO expertise evaluate publications reporting PRO findings was published. 2018 saw the publication of the SPIRIT-PRO extension so that study protocols would promote rigorous and relevant PRO assessment. Also, in 2018, guidance on the visual display of PRO data to promote patient and clinician understanding and use were published. And, finally, in 2020, initial recommendations from the SISAQOL Consortium regarding the appropriate analysis of PRO data were released, and these efforts continue through the follow-on SISAQOL-IMI initiative.

While not shown here, other guidances, such as from the FDA, have also provided valuable resources to advance the field, and this is something that Dr. Kluetz might want to comment on.

But I think we’ve all come to understand that publishing the information is only the first step in knowledge translation. Starting in 2019, the PROTEUS Consortium was formed to help navigate the use of PROs in clinical trials by disseminating and promoting the implementation of these guidelines and resources, all of which are available through our website TheProteusConsortium.org.
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The IOM report also addressed the collection of outcome data as part of clinical practice at the point of care – and the critical role that information technology plays in achieving this aim.  These points have great applicability to PROs, and again, over the past decade, the field has made advances to promote the realization of this vision.

In 2015, an update to the ISOQOL User’s Guide to Implementing PRO Assessment in Clinical Practice was released – walking step-by-step through the considerations and options involved in incorporating PRO measures as part of routine care.

Highlighting the critical role of information technology, in 2017, a Users’ Guide specifically focused on integrating PROs in electronic health records was released.

The PRO graphical display guidelines previously mentioned also address the display of individual PRO data to promote patient care.

In 2019, a PRO Methods Toolkit was published as a supplement to the journal Medical Care to address the particularly thorny issues of how to interpret and act on PRO data in clinical practice.

And then, in 2020, an ePROs in Clinical Care Toolkit was released, focusing on the health system perspective of using PROs in clinical practice.

Finally, just this year the PROTEUS Consortium released a synthesized guide that incorporates the key points from across the five foundational tools.

Together, these resources advance the IOM report’s vision of establishing a PRO database to inform quality cancer care.
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Presenter Notes
Presentation Notes
As I show my disclosures, I wanted to comment on Dr. Ganz’s statement concluding the 2013 report’s introduction where she says, “I am sure that a decade from now, someone else will be reviewing these recommendations and they will either be commenting about how foolish we were or complimenting us on our vision and prescience.”

In the case of patient-reported outcomes, I think it’s fair to compliment the Committee on its vision and prescience.  

But there is more work to be done to advance the use of PROs in both clinical trials and in routine care.  In the next decade, I expect the emphasis will build on the progress made thus far to make greater strides in translating real-world data into evidence that can inform and improve the quality of cancer care.
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