
 
U.S. Food and Drug Administration 

 

Notice: Archived Document 
The content in this document is provided on the FDA’s website for reference purposes 
only. It was current when produced, but is no longer maintained and may be outdated.  

 



DTC Research Update

Amie C. O’Donoghue, Ph.D.
Social Science Analyst
Division of Drug Marketing, Advertising, and
Communications (DDMAC)
Center for Drug Evaluation and Research (CDER)
Food and Drug Administration (FDA)



2

Disclaimer
• The views and opinions expressed in the following 

PowerPoint slides are those of the individual presenter and 
should not be attributed to Drug Information Association, Inc. 
(“DIA”), its directors, officers, employees, volunteers, 
members, chapters, councils, Special Interest Area 
Communities or affiliates, or any organization with which the 
presenter is employed or affiliated. 

• For work prepared by US government employees 
representing their agencies, there is no copyright and these 
work products can be reproduced freely.  All rights reserved. 
Drug Information Association, DIA and DIA logo are 
registered trademarks or trademarks of Drug Information 
Association Inc.  All other trademarks are the property of their 
respective owners.
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Outline

• Overview of research in progress
• Brief preliminary results from Brief 

summary study 1 (purpose)
• Preliminary results from Brief 

summary study 3 (format)



Selected Research in Progress 1

• Improvement of the Brief Summary in DTC 
Print Ads

• Visual Distraction During Risk in DTC 
Television Ads

• Presentation of Efficacy Information in DTC 
Print Ads



Selected Research in Progress 2

• Toll-Free Number for Reporting Side 
Effects in DTC Television Ads

• Presentation of Quantitative Information in 
DTC Print and Television Ads 

• Impact of Incentives in DTC Print Ads



Brief Summary

How to Improve the Presentation of 
Brief Summary Information in DTC 

Print Advertisements



Brief Summary Studies 
Overview

• Study I
• Investigate the current brief summary format

• Study II
• Test different ways of presenting side effect 

information

• Study III
• Test different formats

Presenter
Presentation Notes
We did a series of three studies looking at 1) how people use the brief summary in its current form, 2) ways of presenting side effect information and its effect on comprehension of serious risks, and 3) different formats for presenting the information.  



Brief Summary Study 1 Purpose

• How do people use the brief 
summary in its current form?

• Does risk information on promotion 
page affect use of brief summary?



Brief Summary Study 1 
Specific Questions

• Does risk info or medical condition 
affect:

time spent reading the ad
comprehension
selection of topics
intent to ask doctor for info

• What brief summary topics are most 
useful?



Brief Summary Study 1 
Design

Medical Condition

Asthma
High 

Cholesterol
Excess 
Weight

Low Risk
Ad

High Risk
Ad

Presenter
Presentation Notes
Medical condition was self-designated. Sufferers and caregivers were randomly assigned to view the low risk or high risk ad. Risk was manipulated by adding a heart-valve warning



Presenter
Presentation Notes








Brief Summary Study 1 
Sample Characteristics

N = 800

• 52% female
• 55% white
• 85% non-Hispanic
• 32% high school graduate or less
• Mean Age: 36 years (range 18-81)

• 79% sufferers (N = 629)

• 21% caregivers (N = 171)

Presenter
Presentation Notes
The data I’m going to discuss are not population estimates.



Brief Summary Study 1 
Manipulation Check

Participants in all three medical conditions rated the 
product in the high risk ad as more risky than the product 
in the low risk ad.

Presenter
Presentation Notes
Recall that we manipulated product risk by adding the risk of heart valve damage to the high risk ad.  To see if this worked, we checked our manipulation of risk by testing whether the perceived risk of the drug was different in the high and low risk conditions. This was done by looking at two items.(i.e., the average of two items: “Based on this ad, how safe or risky do you think it would be to treat a person who has [condition] with Oncazil?” and “Based on this ad, how dangerous or harmless do you think it would be to treat the person who has [condition] with Oncazil?”) The item used the following scale: 1 = very safe/harmless, 5 = very risky/dangerous. The addition of the side effect (i.e., the high risk condition) was sufficient to affect risk perceptions AND it worked across all three medical conditions.  The effect was stronger in the asthma condition but the interaction between medical condition and risk level was not significant.  The finding that the effect was stronger in the asthma condition than in the other two medical conditions is curious.  We are not sure what the significance of that finding is right now, so we are looking into it.



How much time did participants spend reading 
the promotion page and the brief summary?

Promotion Page Brief Summary

Average time = 26.12 seconds
(Range = 0.52 to 183.38 seconds) 

median = 18.47 seconds

Average time = 41.08 seconds
(Range = 0.34 to 478.60 seconds) 

median = 13.87 seconds

Brief Summary

Presenter
Presentation Notes
Participants spent longer reading the brief summary than the promotion page.  That finding in and of itself is interesting but not particularly illuminating.  Because of the skewed distributions, we should recognize that other indicators of central tendency such as median may be more informative.  So we explored what factors might predict the amount of time participants spent reading the ad.  Medical condition, risk level, their interactions, and selfcare were not significantly related to (log) time on the promotion page (ps > .05) or the brief summary (ps > .05). 





What brief summary topics were 
selected as useful?

Average number of topics selected = 8.37 
(SD=6.17) (range = 0 to 24)

43.5

45.8

46.9

47.9

54

61.1

61.6

73.1

0 20 40 60 80 100

Precautions

How Long It Takes To Work

Dosing

Medical Interactions

What Oncazil Is

Who Should Not Use Oncazil

Warnings

Side Effects

N = 800, multiple 
responses permitted Percentage who chose topic as important

Presenter
Presentation Notes
Just looking at the top eight rated topics.  Mean number of topics selected did not vary by medical condition, risk level, or sufferer/caregiver status.  The results did not change when covariates were added to the model.  



Brief Summary Study 1 
Preliminary Conclusions

• The presence of a serious risk did not change time spent, 
comprehension, number of topics selected, or intent to ask 
doctor about Oncazil

• In general, results were consistent across medical 
conditions

• Time spent on the ad predicted comprehension, number of 
topics selected and intent to ask doctor 

• Health literacy and age were consistent factors





Brief Summary Format

• Which format or formats present risk 
information in the most useful manner?

• Traditional
• Question & Answer
• Highlights
• Prescription Drug Facts Box



Traditional



Q&A



Highlights



Prescription

Drug Facts

Presenter
Presentation Notes
This format is based on the OTC Drug Facts format, which is in turn based on much research conducted in the 1990s.  







Brief Summary Format

How did format affect:

• Reported intention to ask a doctor?
• Risk/benefit tradeoff?
• Participants’ beliefs that they could 

understand the information?
• Participants’ preference?
• Comprehension of risk information?



Format Methodology

Mall-intercept

• View an ad for a drug to treat excess 
weight

• Computer-administered
• Viewed 1 of 4 formats Questions
• Viewed all 4 formats Questions



Format Sample
N = 300

Gender 50% male; 50% female

Ethnicity 72%  Caucasian;
19%  African-American;
< 1% Asian; 
7%    Other

Mean (SD) Range

Age (in years) 34 (12.93) 18-77 

BMI 33 (6.95) 19.20-55.09



Format Analyses

• Analysis of Variance (ANOVA)

• Covariates included:
• Age
• Gender
• Race
• Educational level
• Body Mass Index (BMI)
• Time spent viewing the brief summary



Format Preliminary Results

• No differences in reported intention to ask 
a doctor about Oncazil

» F(3, 278) = 0.47, p > .05

• No differences in risk/benefit tradeoff
» F(3, 278) = 0.57, p > .05



Format Preliminary Results

• Self-efficacy: A person’s belief in ability to 
succeed in a particular situation 
(confidence)

• We tailored Albert Bandura’s original scale 
to ask participants specifically about their 
ability to use the brief summary

e.g. “[How confident are you that you could] identify 
who should not take this drug?”



Format Self-Efficacy

Traditional Q&A Highlights Drug Facts Total

7.19
(1.87)

7.46
(1.84)

7.58
(1.80)

8.03
(1.63)

7.57
(1.80)

N 71 78 75 76 300

Scale ranged from 0 (not at all confident) to 10 (completely confident)

F(3, 278) = 2.57, p = .05

Presenter
Presentation Notes


Format predicted self-efficacy: i.e., self-efficacy differed by format.

Participants who saw Rx Drug Facts Box reported greater confidence than those who saw Traditional format

Time spent on brief summary page also predicted self-efficacy.  The more time Ss spent viewing the ad, the more self-efficacy they reported.



Format Preferences

Attitude toward the ad
• Measured two ways:

• 10-item Likert scale from 1 (strongly disagree) 
to 5 (strongly agree)

• Cronbach’s α

 

= .83
• Between subjects

• 6-item scale from 1 (not at all) to 10 
(very/extremely)

• Cronbach’s αs = .80-.92
• Within subjects

Presenter
Presentation Notes
Examples of 10-item between subjects scale: 

The information on this page is believable

It is very hard to find information on this page



Examples of 6-item within subjects scale:

How easy is it to read this page

How much do I like the way the information is presented



Format Preferences
Attitude toward the ad

• Between Subjects: each person saw and rated 
only one ad
Traditional Q&A Highlights Drug Facts Total

3.49
(0.58)

3.78
(0.58)

3.71
(0.54)

4.03
(0.64)

3.76
(0.61)

N 71 78 75 76 300

Scale ranged from 1 (strongly disagree) to 5 (strongly agree)

F(3, 278) = 10.36, p < .001

Presenter
Presentation Notes
Attitude toward ad differed significantly by format.

Participants in Rx Drug Facts format were more positive about ad than those in the Highlights and Traditional formats.

Participants in Q&A were more positive toward ad than those in Traditional format.

Also, participants who spent more time viewing the brief summary reported more positive attitudes toward the ad



Format Preferences
Attitude toward the ad

• Within Subjects: each person saw and rated all 
four ads

Traditional Q&A Highlights Drug Facts

6.14
(2.36)

6.99
(1.74)

7.04
(1.65)

8.22
(1.74)

Scale ranged from 1 (not at all) to 10 (very/extremely)

F(3, 297) = 2.90, p <.05

Presenter
Presentation Notes
Attitude toward ad differed by format when participants saw all ads at once and rated each of them on the same measures.

Participants had more positive attitudes about the Rx Drug Facts format than any other condition.

Participants had more positive attitudes about the Q&A format and the Highlights format than the Traditional format



Format Preferences
Ranking of Ads

Traditional Q&A Highlights Rx Drug 
Facts

1st 60
(20%)

40
(13%)

38
(13%)

162
(54%)

2nd 65
(22%)

96
(32%)

74
(25%)

65
(22%)

3rd 54
(18%)

120
(40%)

89
(30%)

37
(12%)

4th 121
(40%)

44
(15%)

99
(33%)

36
(12%)

Presenter
Presentation Notes
Rx Drug Facts format rated highest, followed by Q&A, then Traditional, and then Highlights



Format Comprehension
Measured two ways:

• 12-item recall scale
• True/False: scores range from 0-12
• “You must be at least 18 years old to take 

Oncazil”

• 4-item application scale
• Yes/No: scores range from 0-4
• “You have been taking medicine for kidney 

disease.  Can you take Oncazil?”



Format Comprehension
Traditional Q&A Highlights Drug Facts

Recall 6.89
(1.98)

7.13
(1.75)

7.24
(2.30)

7.60
(1.70)

Application 2.41
(0.95)

2.49
(1.09)

2.51
(1.09)

2.51
(1.09)

N 71 78 75 76

Recall: Range: 0-12 F(3, 278) = 2.69, p < .05
Application: Range: 0-4 F(3, 278) = 0.42, p > .05

Presenter
Presentation Notes
The recall comprehension measure differed significantly by format.

Participants in the Rx Drug Facts format recalled more than those in the Traditional format

Also, people who spent more time reading the brief summary had greater recall



There were no significant differences of format on the application measure of comprehension.



Format Summary

• No differences in behavioral intention or 
risk/benefit tradeoff

• Rx Drug Facts format scored highest in:
• Self-efficacy
• Rated preference for ad
• Recall comprehension



Format Summary

Participant rankings

1. Rx Drug Facts Box
2. Question & Answer
3. Traditional
4. Highlights



Format Implications

• Preliminary data: no forms are dismissed 
at this point 

• Support for altering format of brief 
summary

• Additional studies to determine content 
of brief summary forthcoming



Brief Summary Next Steps

• Analyses of Study 2 are ongoing
• Content manipulations: 

• Addition of efficacy information
• Addition of side effect frequency information
• Addition of framing of side effects

• Additional format variation exploration



Online FDA Resources
• General FDA information:

• www.fda.gov

• DDMAC home page:
• http://www.fda.gov/AboutFDA/CentersOffices/ 

CDER/ucm090142.htm

• Interested in a DDMAC job?:
• DDMACJOBS@fda.hhs.gov

• Contact info:  amie.odonoghue@fda.hhs.gov

NEW!

NEW!

http://www.fda.gov/
http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm
http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm
mailto:amie.odonoghue@fda.hhs.gov
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