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Overview
• Fictitious drug
• Prototype development
• Study design



Fictitious Drug Example: 
Rheutopia (arixalate)

• Previously used for practicing converting 
professional labeling to the “PLR” format 

• Rheutopia’s labeling is fairly complex 
– Four indications
– Associated with several serious risks 

(includes a boxed warning)
– Meets the criteria for a Medication Guide
– Administered by injection



Prototype Development Process
Reviewed:

• Scientific literature
• Current labeling practices and guidance
• Feedback - Comments and advice 



Prototype Development Process
• Risk Communications Advisory Committee

– February 26-27, 2009

• Public Workshop
– September 24-25, 2009

• Federal Register Notice Comments
– May 4, 2010

• Brookings Expert Workshop
– July 21, 2010

• Part 15 Hearing
– September 27-28, 2010



Prototypes

• Prototype A – Chunked bubbles of 
information

• Prototype B – Two boxed columns of 
information

• Prototype C - Modeled after OTC “Drug 
Facts” labeling
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Research Questions

• How does format affect comprehension, 
risk perception, and processing?

• How does the order of information affect 
risk perceptions and preference?

– Warning 1st: Black Boxed Warning After 
“Uses”

– Directions 1st: Directions After “Uses”

(Only Warning 1st Prototypes shown for 
purposes of this presentation)  . 



Research Design
Phase I: Qualitative Interviews

– One-on-one
– Face-to-face
– Conducted with members of the following 

groups:
• Low literacy and chronic illnesses
• Have RA or another indication of Rheutopia
• General population

Expected N = 90



Research Design
Phase I: Purpose

– To obtain in-depth feedback from important 
patient groups

– To make sure we do not overlook 
problems/issues

– To determine “minor” details such as font



Research Design
Phase II: Quantitative Experiment

– Random assignment to conditions
– Each person will see only one version
– Administered via Internet

Expected N = 1,300



Research Design
Phase II: Quantitative Experiment

3 x 2 + 1 + 1 design

(?)



Research Design
Phase II: Quantitative Experiment

3 x 2

Format

Order Bubbles Columns OTC

Warning 1st n = 150 n = 150 n = 150

Directions 1st n = 150 n = 150 n = 150



Research Design
Phase II: Quantitative Experiment

+ 1

Control (Med Guide) n = 200

+ 1

Viewing Form (Hard Copy) n = 200



Sample
• Diagnosed with rheumatoid arthritis, 

ankylosing spondylitis, or plaque psoriasis
• At least 30% of sample will read at or 

below 8th grade level
• Most will receive prototype embedded 

within web program 
(except for Hard Copy group)



Research
Dependent Variables

• Comprehension of information
• Perceived risk
• Self-reported ease of understanding
• Time spent on comprehension measures



Research
Example Questions

• Open-ended: What does Rheutopia treat?
• Yes/no: should you tell your doctor that 

you recently lived in France (yes)

• Application: Jack missed his dose of 
Rheutopia – what should he do 

(multiple choice) 



Timeline
• 60-day Public Comment: closed July 4, 

2010
• 30-day Public Comment: expected by 

November 5, 2010
• OMB Approval: expected by June, 2011
• Final Data: expected by January 2012



Session II: Patient Perspectives – 
Making PMI More Effective
• Doris Peter, Consumer Reports Health Ratings Center 
• Nancy Hughes, National Health Council 
• Vanessa Cajina, California Immigrant Policy Center
• N. Lee Rucker, AARP Public Policy Institute 
• James Heywood, PatientsLikeMe and ALS Therapy 

Development Institute
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