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♦Phase I
♦ Mental Models Research with physicians

♦Phase II
♦Consumer study

♦Phase III
♦ Physician study



Phase I: Mental Models
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Phase I: Mental Models
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Research Questions
◆How do physicians process and use clinical 

efficacy information?

◆How do physicians make benefit-risk tradeoffs 
when making decisions about prescription drugs?

◆How do physicians communicate with patients 
about drug effectiveness?



Phase I: Mental Models
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Protocol

◆Interviews with 44 physicians (general 
practitioners and rheumatologists)



Phase I: Mental Models
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Two Representative Findings

◆Defined drug effectiveness as the drug’s ability to 
control the disease and relieve symptoms

◆Thoughts about effectiveness differed for 
symptomatic vs. asymptomatic conditions:
– Symptom relief, functionality and quality of life influence 

how the patient weighs benefits and risks. 
– Seeing, or not seeing, tangible benefits influences 

patient’s compliance.  



Phase II: Consumer Study
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Phase II: Consumer Study
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Research question:

Do consumers understand clinical 
efficacy information in print DTC ads?



Phase II: Consumer Study
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Variables of interest:

◆Type of Claim
◆Placebo
◆Framing



Phase II: Consumer Study
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Type of Claim
◆Treatment 

i.e., reduces urinary frequency and urgency

◆Prevention
i.e., reduces risk of bladder cancer

Claims differ on symptomatic/asymptomatic 
and size of effect



Phase II: Consumer Study
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Do people understand placebo?
♦Will they be able to distinguish between high 

and low placebo rates,
♦Or is it just a peripheral cue (more numbers = 

more scientific)?

Experience 
benefit with 
treatment

Experience 
benefit without 

treatment
(high)

Experience 
benefit without 

treatment 
(low)

30 out of 100 20 out of 100 5 out of 100



Phase II: Consumer Study
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Framing

♦Single, Positive
♦30 out of 100 experienced a benefit on 

treatment

♦Single, Negative
♦70 out of 100 did not experience a benefit on 

treatment



Phase II: Consumer Study
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Framing
♦Mixed
♦30 out of 100 experienced a benefit on 

treatment;
♦70 out of 100 did not experience a benefit on 

treatment

–commonly recommended, not well-studied



Phase II: Consumer Study
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Framing
Placebo Positive Mixed

High 30/100 on treatment get 
benefit
20/100 with no treatment 

get benefit

30/100 on treatment get 
benefit; 70/100 do not
20/100 with no treatment 

get benefit; 80/100 do not

Low 30/100 on treatment get 
benefit
5/100 with no treatment 

get benefit

30/100 on treatment get 
benefit; 70/100 do not
5/100 with no treatment 

get benefit; 95/100 do not

None 30/100 on treatment get 
benefit

30/100 on treatment get 
benefit; 70/100 do not



Phase II: Consumer Study
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Protocol

◆Administered on Internet

◆Each participant randomly assigned to view 
only one test ad



Phase II: Consumer Study
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Study Sample

◆Women diagnosed with/at risk for 
overactive bladder (OAB) 

◆Men diagnosed with/at risk for benign 
prostatic hyperplasia (BPH) 



Phase II: Consumer Study
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Key Dependent Variables

◆Perceived efficacy
◆Specific benefit accuracy
◆Behavioral intention



Phase III: Physician Study
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Phase III: Physician Study
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Research questions:

How does consumer understanding 
(Phase II) correspond to physicians’ 
assessments of the same drugs from 
the label?

How do physicians use prescription drug 
labels (prescribing information)?



Phase III: Physician Study
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◆Shown highlights section of the prescribing 
information for a fictitious new drug, with  
hyperlinks to each section 

◆Asked to read through this prescribing 
information as if learning about new product

◆Asked to read through again, focusing on 
efficacy 



Phase III: Physician Study
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Example of Highlights for a fictitious drug



Phase III: Physician Study
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Type of Claim
Treatment Prevention

Overactive 
Bladder (OAB)

High Placebo High Placebo

Low Placebo Low Placebo

Benign 
Prostatic 

Hyperplasia 
(BPH)

High Placebo High Placebo

Low Placebo Low Placebo



Phase III: Physician Study
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Protocol

◆Administered on Internet

◆Each participant randomly assigned to view 
only one label



Phase III: Physician Study
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Study Sample

◆General practitioners



Phase III: Physician Study
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Key Dependent Variables

◆Perceived efficacy
◆Specific benefit accuracy 



Phase III: Physician Study
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Key Dependent Variables

◆Perceived efficacy
◆Specific benefit accuracy 

◆Sections read
◆Time on each section
◆Order of sections read



Clinical Efficacy Information Study
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Timeline
♦Phase I
♦ Completed

♦Phases II & III
♦ 60-Day Federal Register notice closed; 

submitting to OMB
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◆Helen.Sullivan@fda.hhs.gov

◆DDMAC website:
http://www.fda.gov/AboutFDA/CentersOffices/ 

CDER/ucm090142.htm

mailto:Helen.Sullivan@fda.hhs.gov
http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm
http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm
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