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ISOQOL recommends minimum standards for patient-reported
outcome measures used in patient-centered outcomes
and comparative effectiveness research

Bryce B. Reeve - Kathleen W. Wyrwich * Albert W. Wu - Galina Velikova -
Caroline B. Terwee * Claire F. Snyder * Carolyn Schwartz * Dennis A. Revicki °
Carol M. Moinpour * Lori D. McLeod - Jessica C. Lyons * William R. Lenderking -
Pamela S. Hinds - Ron D. Hays - Joanne Greenhalgh - Richard Gershon -

David Feeny * Peter M. Fayers * David Cella - Michael Brundage -

Sara Ahmed - Neil K. Aaronson * Zeeshan Butt

Qual Life Res (2013) 22:1889-1905 N
to promote the appropriate use of PRO
measures to inform PCOR and CER, which

in turn can improve the effectiveness and
efficiency of healthcare delivery
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Analysing data from patient-reported outcome and quality
of life endpoints for cancer clinical trials: a start in setting
international standards

Andrew Bottomley, Madeline Pe, Jeff Sloan, Ethan Basch, Franck Bonnetain, Melanie Calvert, Alicyn Campbell, Charles Cleeland, Kim Cocks,
Laurence Collette, Amylou C Dueck, Nancy Devlin, Hans-Henning Flechtner, Carolyn Gotay, Eva Greimel, Ingolf Griebsch, Mogens Groenvold,
Jean-Francois Hamel, Madeleine King, Paul G Kluetz, Michael Koller, Daniel C Malone, Francesca Martinelli, Sandra A Mitchell, Carol M Moinpour,
Jammbe Musoro, Daniel O’Connor, Kathy Oliver, Elisabeth Piault-Louis, Martine Piccart, Francisco L Pimentel, Chantal Quinten, Jaap C Reijneveld,
Christoph Schiirmann, Ashley Wilder Smith, Katherine M Soltys, Martin ] B Taphoorn, Galina Velikova, and Corneel Coens, for the Setting
International Standards in Analyzing Patient-Reported Outcomes and Quality of Life Endpoints Data (SISAQOL) consortium

Lancet Oncol 2016; 17: e510-14 N

to provide recommendations on how to
standardise the analysis of HRQOL and
other patient-reported outcomes data in
cancer randomised trials
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Reporting of Patient-Reported Outcomes

in Randomized Trials
The CONSORT PRO Extension JAMA. 2013:309(8):814-822

Melanie Calvert, PhD Douglas G. Altman, DSc¢ ~ David Moher, PhD
Jane Blazeby, MD Dennis A. Revicki, PhD  Michael D. Brundage, MD

Five CONSORT PRO checklist items are recom-
mended for RCTs in which PROs are primary or important secondary end
points. These recommendations urge that the PROs be identified as a pri-
mary or secondary outcome in the abstract, that a description of the hypoth-
esis of the PROs and relevant domains be provided (ie, if a multidimen-
sional PRO tool has been used), that evidence of the PRO instrument’s validity
and reliability be provided or cited, that the statistical approaches for deal-
ing with missing data be explicitly stated, and that PRO-specific limita-
tions of study findings and generalizability of results to other populations
and clinical practice be discussed.
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Clinician’s Checklist for Reading and Using an
Article About Patient-Reported Outcomes

Albert W. Wu, MD, MPH, FACP; Anna N. Bradford, PhD, MSW, LCSWY,
Vic Velanovich, MD; Mirjam A.G. Sprangers, PhD; Michael Brundage, MD, FRCP, MSc;

and Claire Snyder, PhD

Mayo Clin Proc. 2014;89(5):653-661 ’\
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can help clinicians systematically evaluate
PRO studies by determining whether the
study design was appropriate and whether
the measurement approach was adequate
and properly executed as well as by
assisting in the interpretation and
application of the results to a specific
patient population
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The role of patient-reported outcome measures in the continuum of cancer
clinical care: ESMO Clinical Practice Guideline™

M. Di Maio’, E. Basch?, F. Denis™”, L. J. Fallowfield’, P. A. Ganz®, D. Howell’, C. Kowalski®, F. Perrone’, A. M. Stover”™'’,
P. Sundaresan™'?, L. Warrington'®, L. Zhang"®, K. Apostolidis'°, J. Freeman-Daily'®, C. I. Ripamonti'’ & D. Santini'?,
on behalf of the ESMO Guidelines Committee”

Use of PROMSs In patients undergoing active treatment

« Digital symptom monitoring with PROMSs in routine clinical care
during systemic cancer treatment is recommended, based on
evidence of benefits on communication, satisfaction, treatment
adherence, symptom control, QoL, emergency room and hospital
admissions and survival [I, A].

https.//doi.org/10.1016/j.annonc.2022.04.007 Volume 33 m Issue 9 m 2022



The role of patient-reported outcome measures in the continuum of cancer
clinical care: ESMO Clinical Practice Guideline™

M. Di Maio’, E. Basch?, F. Denis™”, L. J. Fallowfield’, P. A. Ganz®, D. Howell’, C. Kowalski®, F. Perrone’, A. M. Stover”™'’,

P. Sundaresan™'?, L. Warrington'®, L. Zhang"®, K. Apostolidis'°, J. Freeman-Daily'®, C. I. Ripamonti'’ & D. Santini'?,
on behalf of the ESMO Guidelines Committee”

Responding to PROMs data and remote monitoring alerts

 Clinical personnel at sites routinely collecting PROMSs should receive
training on the review and interpretation of PROMs data [, A].

* Provider organisations and clinical teams should clarify personnel

roles and responsibilities and redesign workflows to ensure
PROMSs data are reviewed and acted upon [l, A].

https.//doi.org/10.1016/j.annonc.2022.04.007 Volume 33 m Issue 9 m 2022
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on behalf of the ESMO Guidelines Committee”

Responding to PROMs data and remote monitoring alerts

 Oncology nurses or other allied health support (e.g. social

workers) with appropriate training should serve as first
responders to PRO alerts [l, A].

https.//doi.org/10.1016/j.annonc.2022.04.007 Volume 33 m Issue 9 m 2022
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on behalf of the ESMO Guidelines Committee”

Applicability and limitations

« The allocation of funds for validated software reimbursement,
dedicated resources (nurses, physicians, etc.) and systematic

evaluation of PRO implementation programmes in oncology
clinics is recommended [V, A].

https.//doi.org/10.1016/j.annonc.2022.04.007 Volume 33 m Issue 9 m 2022
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