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OPDP’s Mission

• Protect the public health by ensuring that 
prescription drug information is truthful, 
balanced, and accurately communicated

• Guard against false and misleading advertising 
and promotion through comprehensive 
surveillance, enforcement, and educational 
programs

www.fda.gov
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How Social Science Can Inform 
Approach to Problems

• Help identify goals

• Identify barriers to achieving goals
– Cognitive barriers (capacity, motivation, 

attention)
– Behavioral barriers (time, opportunity)
– Others (literacy)

• Identify potential solutions

• Test and verify effectiveness of solutions

www.fda.gov
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Role of Research Team

• Apply social science/communication principles 
to:

– Surveillance and compliance activities

– Advice to industry/academia/within FDA

– Guidance and policy development

– Research

www.fda.gov



6

Focus Areas of Social Science Research

• Advertising Features
– Content
– Format

• Target Population(s)
• Research Quality

www.fda.gov
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Additional Information About 
OPDP Research

• OPDP Research Website

• Completed projects

– Link to publication

• Research in progress

– Link to 60day FRN, 30day FRN

• https://www.fda.gov/AboutFDA/CentersOffices/
OfficeofMedicalProductsandTobacco/CDER/ucm
090276.htm

www.fda.gov
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Research Studies

www.fda.gov
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Study of Comparative Price Information 
in DTC and Professional Print Ads -

Background

• Millions in the U.S. use Rx drugs to maintain 
health.

• Monetary cost can be a salient factor.

• Direct-to-consumer (DTC) advertising sponsors 
can include price-comparison information 
in advertising.

www.fda.gov
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Background (continued)

• Prescription drug advertisements must be truthful and non-
misleading with respect to side effects, contraindications, and 
effectiveness. 

• Price comparisons may misleadingly imply superiority or 
equivalence of drug efficacy or safety when not warranted. 

• Potential remedy: a context statement 

– For example, disclosure noting that products may or may not 
be equally effective or safe and that products may or may 
not differ in afforded savings.

www.fda.gov
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Purpose of Study 

• Investigate impact of providing

– Price-comparison information

– Context statement on perceptions of advertised Rx drug

• Population 

– Adults diagnosed with diabetes 

– Physicians who treat diabetic patients

– Primary care physicians (PCPs) and endocrinologists 

www.fda.gov
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Main Research Questions

• RQ1: What is the impact of price-comparison 
information and context statements on prescription 
drug perceptions in prescription drug advertising?

• RQ2: Do people notice price comparison and context 
information in prescription drug ads?

• RQ3: Does adding contextual information correct the 
impression that the products are interchangeable?

www.fda.gov
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Consumers

Control 

Price-Comparison Only

Price-Comparison and Context

Physicians

Control

Price-Comparison Only

Price-Comparison and Context

Design

www.fda.gov
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Ad Manipulations
Hypothetical Diabetic Neuropathy Product

Consumers

Control “Using Veridan could save you money.”

Price-Comparison Only “If you take Lyrica, switching to Veridan could save you up to $560.00 a year.”

Price-Comparison and 
Context 

“The price savings presented may not reflect the actual savings by consumers or third-
party payers. The products in this price comparison may or may not be equally effective 
or safe.”

Physicians

Control
“Prescribing Veridan to treat diabetic peripheral neuropathy could save your patients 
money.”

Price-Comparison Only
“If you currently prescribe Lyrica to treat diabetic peripheral neuropathy, switching your 
patients to Veridan could save them up to $560.00 a year.”

Price-Comparison and 
Context 

“The price savings presented may not reflect the actual savings by consumers or third-
party payers. The products in this price comparison may or may not be equally effective 
or safe.”
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Sample Consumer Stimuli
Price-Comparison and Context (Page 1) Page 2 (All Ads)



16

Study Phases

www.fda.gov

PHASE ONE

Cognitive Interviews

Test draft of survey for 

readability and 

comprehension, refine 

stimuli.

PHASE TWO PHASE THREE

Pretest Study

Test the final draft of 

the survey and 

stimuli and conduct 

sub-study on 

incentives (physician 

sample). 

Main Experimental 

Study

Test effect of price 

comparisons and 

context on 

comprehension and 

perceived drug risk 

and efficacy.
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Main Study 

• Purpose
– Assess extent to which disclosure of cost-comparison 

information limitations affect understanding of risks/benefits 
of prescription drug for diabetic neuropathy.

• Procedure

www.fda.gov

Invitation
Eligibility 
screening

Informed 
consent

Random 
assignment

Stimuli 
exposure

Questionnaire 
completion
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Main Study: Methods

• Survey length

– Median length: 16 minutes

• Respondents

– Consumers w/ diabetes (n = 1,490); 30% RR

– Physicians w/ diabetic patients (n = 1,438); 14% RR

– Sample source: Research Now online consumer 
and 
health care provider research panels

www.fda.gov
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RQ2: Do people notice price-comparison and context information in prescription 
drug ads?

Perceived Importance and Accuracy of Price and Context Statements (4 items)

Context Statement Comprehension (open ended)

RQ3: Does adding contextual information correct the impression that the products 
are interchangeable?

Intended Uncertainty about Risks and Efficacy

Interchangeability Inferences

Comparative Risk (4 items) and Comparative Efficacy (3 items)

Main Study: 
Key Measures by Research Question

RQ1: What is the impact of price-comparison information and context statements on prescription 
drug perceptions in prescription drug advertising?

Risk and Benefit Recall (open ended) and Recognition

Risk and Efficacy Perceptions (7 items)

Intentions (5 items)
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Main Study: Analysis Plan

• Two Samples Analyzed

– Whole sample

– Confirmed exposure subgroup

• Analysis

– Descriptive statistics 

– Hypothesis testing

– ANOVA, regressions and chi-square tests

www.fda.gov
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Consumer Characteristics

www.fda.gov

Taking Rx for diabetes

Race: White

Education: HS or less

Income: $40K or less

88%

18%

32%

77%

55% 
female

70% 
60+
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Physician Characteristics

Primary care physician

Race: White

Patients w/ diabetes

Between 45 and 59

37%

43%

68%

55% 
male

88%

Avg. of 18 
years as 

HCP

www.fda.gov
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Results Overview

www.fda.gov

Results grouped by research question 

Consumers

Whole Sample
➢ RQ1, RQ2, RQ3

Confirmed Exposure
➢ RQ1, RQ2, RQ3

Physicians

Whole Sample
➢ RQ1, RQ2, RQ3

Confirmed Exposure
➢ RQ1, RQ2, RQ3

Limitations

Conclusions

Overall 
Summary



24

Consumer Results

www.fda.gov
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Do Consumers Notice and Understand Price-Comparison
and Context Information in Prescription Drug Ads?

A majority of participants assigned to the 
context condition (59%) did not remember 

seeing this context statement.

www.fda.gov
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Outcome Findings

Perceived Importance:
Price Statement Context 
Statement 

• Price statement: NS

• Context statement: Higher in PC-only and 
PC-context conditions than control

Perceived Accuracy:
Price Statement

• Price statement: NS

Context Statement 
Comprehension 
(open ended)

• 64% provided correct interpretation. 
• Of those, 39% mentioned all elements of 

the context statement

Do Consumers Notice and Understand 
Price-Comparison and Context Information in 

Prescription Drug Ads?

www.fda.gov
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Outcome Findings

Interchangeability Inferences 
(Aside from price, Veridan and Lyrica are interchangeable)

NS

Intended Uncertainty about Risks and Efficacy 
(Ad contained insufficient information to know whether Veridan and Lyrica are 
interchangeable)

NS

Comparative Risk (4 items) NS

Comparative Efficacy (3 items) NS

Does Adding Contextual Information Correct 
the Impression that the Products Are 

Interchangeable?

www.fda.gov
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What Is the Impact of Price-Comparison Information 
and Context Statements on Prescription Drug 
Perceptions in Prescription Drug Advertising?

Outcome Findings

Benefit Recall • Control participants recalled fewer benefits 
than PC-only and PC-context participants.

Benefit Recognition • Control participants correctly recognized 
more real and bogus benefit claims than PC-
only and PC-context participants.

Risk Recall NS

Risk Recognition NS

Risk Perceptions 
(4 items)

NS

Efficacy Perceptions 
(3 items)

NS

Intention NS

www.fda.gov
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Consumer Confirmed Exposure 
Results

www.fda.gov
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Perceived Accuracy of Price 
Statement

PC-only PC-Context

Context statement tempered accuracy and importance of 

price statement. 

Do Consumers Notice and Understand Price-
Comparison and Context Information in Prescription 

Drug Ads? 

1.0

1.5

2.0

2.5

3.0

3.5

4.0

4.5

5.0

5.5

6.0

Perceived Importance of Price 
Statement

Control PC-only PC-context
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Whole Sample Confirmed Exposure Subgroup

PC-only PC-Context

Consumers seeing context statement (compared to no context 
statement) were more likely to agree that there was insufficient 
information in the ad to know if Veridan and comparator were 

interchangeable. 

Intended Uncertainty about Risks and Efficacy

Significant difference, p < .01

4.09 4.18
4.07

4.48

P
er

ce
iv

ed
 In

te
rc

h
an

g
ea

b
ili

ty

www.fda.gov



32

Summary of Consumer Results

• Majority of consumers did not notice context 
statement.

• Effect of context statement on interchangeability 
perceptions was NS for whole sample, though some 
evidence of impact for confirmed exposure subgroup.
Participants seeing price comparison more likely to 
mention cost savings as benefit than control.

– Also more likely to say that bogus claim “Veridan works 
better than Lyrica” was in ad.

www.fda.gov
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Physician Results

www.fda.gov
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Do Physicians Notice and Understand 
Price-comparison and Context Information in 

Prescription Drug Ads?

A majority of participants assigned to the 
context condition (55%) did not remember 

seeing this context statement.

www.fda.gov
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Outcome Findings

Perceived Importance:
Price Statement Context 
Statement 

• Price statement: NS

• Context statement: Higher in PC-only and 
PC-context conditions than control

Perceived Accuracy:
Price Statement

• Price statement: NS

Context Statement 
Comprehension   
(open ended)

• 79% provided correct interpretation. 
• Of those, 40% mentioned all elements of 

the context statement

Do Physicians Notice and Understand 
Price-comparison and Context Information in 

Prescription Drug Ads?

www.fda.gov
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Outcome Findings

Interchangeability Inferences 
(Aside from price, Veridan and Lyrica are interchangeable)

NS

Intended Uncertainty about Risks and Efficacy 
(Ad contained insufficient information to know whether Veridan and 
Lyrica are interchangeable)

NS 

Comparative Risk (4 items)
More PC-only participants than 

PC-context participants reported 
uncertainty

Comparative Efficacy (3 items)
More PC-only participants than 

PC-context participants reported 
uncertainty

Does Adding Contextual Information 
Correct the Impression that the Products Are 

Interchangeable?

www.fda.gov
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What Is the Impact of Price-comparison Information 
and Context Statements on Prescription Drug 
Perceptions in Prescription Drug Advertising?

Outcome Findings

Benefit Recall
• Control participants recalled significantly fewer

benefits than participants in the PC-only condition, but 
not the PC-context condition.

Benefit Recognition • NS

Risk Recall • NS

Risk Recognition • NS

Risk perceptions 
(4 items)

• PC-only participants reported lower perceived 
seriousness of side effects and overall severity of side 
effects than PC-context participants.

Efficacy perceptions 
(3 items)

• NS

Intention • NS

www.fda.gov
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Physician Confirmed Exposure 
Results

www.fda.gov
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% that did not know based on the ad whether Veridan
is more or less efficacious than comparator 

Physician Confirmed Exposure –
Efficacy Uncertainty
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Significant difference, p <.01 Significant difference, p <.01

www.fda.gov
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Summary of Physician Results
• Majority of physicians didn’t notice context statement.

• Effect of context statement on interchangeability 
perceptions NS.

• Physicians seeing price comparison more likely to 
mention cost savings as a benefit than control.

• Context and uncertainty
– More uncertainty regarding safety comparability in PC only 

group than PC-context group (counterintuitive)

– Lower perceived likelihood and magnitude of Veridan’s 
serious side effects (whole sample).

– More uncertainty with comparative efficacy 
(confirmed exposure subgroup).

www.fda.gov
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• Despite prominence and placement, majority of consumers 
and physicians did not notice context statement. 

• Context statement had limited effect on physicians’ risk 
perceptions and did not have intended effect on uncertainty. 

• When consumers read and processed the context statement, 
they demonstrated intended uncertainty about risks, 
efficacy, and savings.

• Although results support potential for developing 
comprehensible context statements to clarify price 
comparisons, consumer and physician attention may limit 
effectiveness. 

Discussion

www.fda.gov
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Limitations

• Examined short-term ad effects.
• Single illness population.
• Sample excluded other health care professionals 

such as nurse practitioners and physician’s 
assistants.  

• Sampling limitations related to use of online 
panel.

www.fda.gov
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Thank You!
• FDA Project Officers

– Kathryn J. Aikin, PhD

– Kevin R. Betts, PhD

• RTI International
– Brian G. Southwell, PhD

– Vanessa Boudewyns, PhD

– Alex Stine, BS

– Mihaela Johnson, PhD

www.fda.gov


