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Methodological Question Being Addressed: Is the TOPS-PR a valid measure for evaluating 

suggestibility in subjects with potentially high susceptibility to the placebo effect in a pain 

clinical trial? 

Introduction (Aims): PReMIS battery consists of three patient-reported outcome (PRO) 

measures; Test of Psychological Symptoms-Placebo Response (TOPS-PR), the Therapeutic 

Misconception Scale (TMS), and the Therapeutic Expectation-Visual Analog Scale (TherEx-VAS). 

This battery has been developed to help identify subjects with insufficient understanding of 

how clinical research differs from regular medical treatment (i.e., high levels of therapeutic 

misconception), personality traits such as suggestibility, and anticipation of therapeutic relief 

during placebo-controlled clinical trials. We tested the validity of PReMIS components in a 

double-blind, placebo-controlled clinical trial. 

Methods: Study participants (n=462) were drawn from an ongoing pain trial with a randomized, 

double-blind placebo design incorporating two arms – the experimental treatment and placebo 

groups were both used in this study. 462 subjects completed screening visit and 187 subjects 

completed baseline visit. A total of 657 assessments are included in this analysis, with 466 

screening visits and 187 baseline visits. A paired t-test was conducted for both TOPS and TMS to 

evaluate changes between screening and baseline visits. Convergent validity tests were then 

conducted to exam the validity of the TOPS-PR.  

Results: TOPS-PR total scores decreased significantly from screening to baseline (p<0.01), while 

TMS total scores increased significantly between time points (p<0.01). At the item level, most 

TMS items increase from screening to baseline, while most TOPS-PR items have insignificant 

decreases. Convergent validity tests show medium positive within-scale correlations between 

TOPS-S and TOPS-T (r=.55, p<.01) and medium negative correlation between TOPS-PR and TMS 

(r=-.58, p<.01). TherEx-VAS items 1 and 2 have positive correlations with TOPS-PR and TherEx-

VAS item 3 has negative low correlation. TherEx-VAS items 1 and 2 have negative correlations 

with TMS and TherEx-VAS item 3 has low positive correlation with TMS.  

Conclusion/Discussion:  

Preliminary analyses suggest that the TOPS-PR has the potential to be a valid and useful 

instrument to identify subjects with high levels of therapeutic misconception, suggestibility and 

anticipation of therapeutic relief. These results suggest that therapeutic expectation is a 

separate phenomenon from therapeutic misconception, and that re-educating subjects may 

help control better for these confounding factors. Further work is required to understand the 

role of these factors at a subject and site level.   



Conflicts of Interest: 

The home institution of the authors (WCG MedAvante-ProPhase Inc.) holds the copyright for the 
PReMIS Battery. 
 

 


