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The Problem Defined 

 Acetaminophen overdose is the leading cause of 

acute liver failure (ALF) in the U.S.1-3  

 

 Half to two-thirds of overdoses leading to ALF 

are unintentional1-3 

 

 Two-fold problem: 
 Unaware of active ingredient (AI) information4,5 

 Confusion about concomitant use5 

 
 

 

 

 

1Bower et al. Am J Gastroenterol 2007, 2Larson et al. Hepatology 2005, 3Ostapowicz et al. Ann 
Internal Med 2002, 4King et al. Am J Prev Med 2011, 5Wolf et al. J Gen Intern Med 2012 
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USUAL CARE: Standard label 



    Rx Label 

OTC Label 



Methods 

Design – 3-arm, cluster-randomized trial 
 

Subjects – 662 primary care patients: 1)  18-80 years 

old; 2) English-speaking; 3) no severe cognitive, visual, 

hearing impairment 
 

Sites – 1 academic and 1 community GIM clinic each in 

Chicago and Atlanta (N=4 clinics) 
 

Recruitment – August 2012 – February 2013 
 

Outcome -  AI identification (accuracy + efficiency) 

                       Knowledge of concomitant use warning 



AI Identification Task 

Sorting speed task: 

 

 Accuracy of identifying acetaminophen across 8 OTC 

products 

 

 Efficiency assessed via timed framing “as quickly as you 

can…” 

 



Concomitant Use Task 

 A total of 13 comparisons across 3 base products 

 



Sample Characteristics 

 Mean Age – 47 Years 

 

 63% Female 

 

 73% African American 

 

 50% ≤ HS education  

 

 57% < $20,000 

 

 68% limited health literacy 
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Concomitant Use 
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Multivariable Analyses 

*Controlling for OTC use in the last month 
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Summary 

 Written & Written + Verbal strategies improved AI  
identification 

 - Written strategy lagged in efficiency 

 

 Only Written + Verbal strategy improved understanding 
of concomitant use warning 

 

 Neither strategy improved understanding to acceptable 
levels (~50%) 

 

 Unable to reduce literacy disparities 



 Not an actual use study 

 - task not reflective of need 

 - increased attentiveness? 

 

 Generalizability of sample 

 - Disproportionately lower SES, lower literate 

Limitations 
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