DEVELOPMENT OF A PATIENT-REPORTED OUTCOME MEASURE (PROM) TO

FULLY REPORT A PROPOSED CORE OUTCOME SET

Elizabeth Clearfield'?, Hsing-Yuan Chang!, Donna Messner?, Leonard A. Valentino3, Mark W. Skinner?#

1 The Center for Medical Technology Policy, Baltimore, MD, USA; ? Institute for Policy Advancement, Ltd., Washington, DC, USA; 3 National Hemophilia Foundation, New York, NY, USA; “McMaster University, Hamilton, Ontario, Canada

BACKGROUND RESULTS
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capture the impact of a potential cure. While coreHEM exhibited broad Type of hemophilia (%) ( ) ( )
overlap in mapping to a hemophilia value framework, gaps were 'g‘ 257((1854.61;) 161((365457)) Z Eii'i; Ostracizec | Dependence g
identified for the MH outlook outcome and this outcome was prioritized : - ' ' '
for data collection/publication.>* coreHEM MH is a patient-reported et
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outcome measure (PROM) development project initiated to provide a e 26 (81.3) 16 (94.1) 9 (100) . y . y
content-validated instrument that can be used to measure this outcome. - o : o
Thirty-two people with hemophilia (PWH) participated in concept elicitation interviews. Twenty-six When refining the framework based on findings fr om.the CE interviews, Conc'er ns about the
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CE interviews that gave feedback on the changes made compared with earlier versions of the PROM. Inclusion in the Dls?ase Commumty became “Role n Commf,":'l’t)f' .Examples O,JI(SUb'CO”CEPtS
A conceptual framework and interview guide for MH outlook in Eligibility criteria was males aged 15 or older with moderate or severe hemophilia A or B. added (not shown) included “Accidents and Traumatic Bleeds,” “Hiding A Bleed,” and
h hils d | df lit t / id : C t “Economic/Political Outlook [for treatment access]”
emop Iia WEI:'e ev.e ope rom a litera u.re eviadence review. or\cep. Figure 2 Samp/e PROM ltems
elicitation (CE) interviews were used to refine the framework and identify CONCLUSIONS
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i q ; : i p . pFé 5 " Y * My hemophilia is always in the back of my mind. person with hemophilia after | receive gene therapy. for collection of MH outlook data, meeting the needs
concgp'.c andsome Iitems covering overiapping concepts. ognlt.lve » Hemophilia keeps me from being able to fulfillthe  + | am happy about getting gene therapy. of the value framework and helping fulfill the
debriefing sessions were held |.n.two rou.nd.s to test the PROM, |t(?ms roles | expect to be able to do. e G e [0S
were updated iteratively. Cognitive debriefing for content validation | . -
prioritized the understandability of the items and the relevance of the z/'he PROM lzas two sections: a g.en.eral mental health outlook section thatfoc.u.ses on.hemophllla an.d uses .th.e term ACKNOWLEDGEMENTS
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