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 FDA required; issued to consumers for prescription medications that 

possess “serious and significant public health concerns” 

 

 Industry-developed; no standard format 

 

 Wolf et al.  

 2006 study - Too complex and written at too high a reading grade level 

 2010 study - 53% correct in an open book, untimed assessment 

 

 FDA and Brookings Institution actively working to create improved, 

more readable documents  
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Background – Medication Guides  



Obtain consumer feedback and refinement on proposed, one-page 

Med Guide prototypes, which will then be incorporated in developing 

and field-testing an improved, patient-centered Med Guide.   
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Objective 



 Piloted 7 one-page prototypes   
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Methods - Materials 

4 FDA proposed  

1 European 
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 2 Northwestern proposed 

Methods – Materials, cont. 



 6 in-person focus groups; 47 English-speaking adults 

 

 Recruited from 2 primary care clinics and 1 adult basic education center 

 

 Individual Interview   

 Demographic and socioeconomic information 

 Prescription use and behaviors 

 Health literacy assessment - Newest Vital Sign (NVS) 
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Study – Methods    



 Group Discussion 
 Brief overview  

 Pairwise comparison  

 Group discussion 
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Study – Methods    
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Results – Sample Characteristics (N=47)  

 Age - 54% between 18-45 years old 

 

 Female - 60% 

 

 69% NH-Black, 69% ≤ High School, and 64% ≤ $20,000 
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Results – Pairwise Comparison 

Chosen 54.5% (138/235) 

Winners: 

Chosen 54.0% (127/235) 



10 

Results - Formatting 

 Break up text, white space 

 “It’s too hectic; the words are too back-to-back.”  

 “It looks like a textbook, or a homework assignment I’d throw in 

my bag and never take out again.” 

 

 Headings 

 “I can find the information based on the heading.  It helps me to 

decide what information I want to read.”  

 

 Bolding, bullets, and boxes 

 “I like that the warning is shaded because side effects are 

important to me and the box means that is important 

information.” 

 

 

  

 



 Sequence of topic areas 

 “I want the directions at the top – I won’t have adverse reactions to the 

medicine if I take it correctly.” 

 “The information in the box seems a little bit more important, but 

everything is important on here.” 

 

 Icons 

 “I like the symbol of a pregnant woman because it makes me read the 

information very closely.”  

 

 More Information 

 “If I can’t read this paper or don’t understand something, I want a phone 

number up at the top, real big, for me to call and talk to someone.” 

 
 

 11 

Results – Sequence and More Information 



 Small sample size (N=47) 

 

 Hypothetical situation 

 

 Pharmacy limitations of color  

 

 

 

 

 

  

 
 

 

Limitations 



 Patient-centered approach can confirm viable improvements 

to current Med Guide formats and support the need for a 

standardized template 

 

 Found very popular to have a one page, ‘top hits’, document 

 

 Merge findings with evidence-based guidelines for content 

 

 Next steps to finalize optimal final format(s), confirm via 

clinical trial 

 

 Recognize there may be multiple ‘winners’ in the end  
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Conclusion and Next Steps 



Allison L. Russell 

Research Project Coordinator 

Health Literacy and Learning Program 

Division of General Internal Medicine 

Northwestern University 

750 N. Lake Shore Drive, 10th Floor 

Chicago, IL 60611 

Phone: 312.503.5531 

Email: allison-russell@northwestern.edu 
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Questions?  

Contact Information 


