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THE STATIN MYALGIA CLINICAL INDEX (SMCI): ENHANCEMENTS AFTER COGNITIVE INTERVIEWS WITH PHYSICIANS  
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Background: Patients who experience muscle symptoms while taking statins often become non-adherent. However, attributing symptoms to statin use is clinically difficult. The new Statin Myalgia Clinical Index (SMCI), proposed by the National Lipid Association and included in a consensus statement of the European Atherosclerosis Society, evaluates the likelihood that statins caused a patient’s muscle complaints rather than some other cause. We sought to revise the SMCI and prepare it for use in clinical practice. 

Methods: The SMCI was revised based on structured qualitative interviews with three of the authors of the original publication and cognitive debriefing interviews with ten physicians (six cardiologists, two lipidologists, and two primary care physicians). To maximize the clarity of the SMCI, we applied rigorous methods recommended by the FDA and EMA for clinical outcome assessment development.
Results: Based on recommendations from the qualitative interviews, the revised SMCI includes new instructions and formatting to aid understanding, completion, and scoring. One instruction on distinguishing between two statin challenges was unclear to most clinicians; we significantly revised the layout and visual appearance of the SMCI in response. Where appropriate, clinicians’ minor suggestions regarding language were implemented. Otherwise, clinicians generally found the SMCI items, response choices, scoring and interpretation clear and understandable.
Conclusions: The SMCI assesses the likelihood that muscle symptoms are due to statin use. In preparation for testing the SMCI in clinical practice, this study refined the SMCI based on cognitive interviews with clinicians. Tests of clinical application and inter-rater reliability are underway.

