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Welcome and Overview
Mark McClellan

Director, Duke-Margolis Center for Health Policy
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Statement of Independence

The Robert J. Margolis, MD, Center for Health Policy is part of Duke University, and as 
such it honors the tradition of academic independence on the part of its faculty and 
scholars. Neither Duke nor the Margolis Center take partisan positions, but the 
individual members are free to speak their minds and express their opinions regarding 
important issues.

For more details on relevant institutional policies, please refer to the Duke Faculty
Handbook, including the Code of Conduct and other policies and procedures. In 
addition, regarding positions on legislation and advocacy, Duke University policies are 
available at http://publicaffairs.duke.edu/government.
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Remote Participation Instructions
Mute & Slides

• You have been placed on mute; speakers can mute/unmute throughout 

• We will advance the slide deck, please prompt us to advance 

Questions

• Please feel free to type your question into the Q&A box and we will use your questions to 
inform the open discussion portion of the event

Zoom Issues? Please Zoom message Rasheed Willis or email rwillis@newmediamill.com



5All times listed in EST

Meeting Agenda

1:00 pm Welcome and Overview

1:10 pm Opening Remarks from FDA 

1:20 pm FDA Presentation: The Current Prescription Drug Promotion
              Landscape

1:35 pm Session 1:  Prescription Drug Promotion in the Digital Space

2:45 pm Break

3:00 pm Session 2: Future Directions and Considerations for the Prescription 
             Drug Promotion Research Agenda

4:15 pm           Closing Remarks and Adjournment
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FDA Opening Remarks 
M. Khair ElZarrad

U.S. Food and Drug Administration  
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The Current Prescription Drug Promotion 
Landscape
Kathryn Aikin

U.S. Food and Drug Administration  



The Current Prescription Drug 
Promotion Landscape

Kathryn J. Aikin, Ph.D.
   CDER/OMP/OPDP/APPS  

Informing and Refining the Prescription Drug Promotion Research Agenda
Virtual Public Workshop

November 19, 2021
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What does FDA do?

FDA is responsible for:
• Protecting the public health by ensuring the safety, effectiveness, 

and security of human and veterinary drugs, vaccines and other 
biological products, medical devices, our nation’s food supply, 
cosmetics, dietary supplements, and products that give off 
radiation.

• Regulating tobacco products.
• Advancing the public health by helping to speed product 

innovations.
• Helping the public get the accurate, science-based information 

they need to use medicines and foods to improve their health.
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Office of Prescription Drug Promotion (OPDP) 
Mission

• Protect the public health by helping to ensure that prescription drug 
information is truthful, balanced, and accurately communicated.

• Guard against false or misleading advertising and promotion 
through comprehensive surveillance, compliance, and educational 
programs.

• Foster better communication of information to help patients and 
healthcare providers make informed decisions about treatment 
options.



11

Regulatory Authority

Federal  Food, Drug and Cosmetic Act and Title 21 of the Code of 
Federal Regulations:

• Prescription drug promotion must...
• Not be false or misleading.
• Have fair balance.
• Reveal material facts about the drug including facts about 

consequences that may result from use of the drug.

11
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Regulatory Authority, con’t.

Post-Approval Regulations located in 21 CFR 314.81(b)(3):
• Require the submission of all promotional materials at the time 

of initial dissemination or publication.
• Must include Form FDA-2253 and current prescribing 

information (PI).

OPDP does NOT “approve” promotional materials.
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ADVERTISING AND PROMOTION

13
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Myths and Misconceptions

• FDA “legalized” Direct to consumer (DTC) advertising in the late 
1990s.

• Industry spends most of its advertising budget on DTC 
advertising.

• FDA has the authority to ban DTC advertising.
• FDA approves ads.
• FDA regulates “good taste.”
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What does OPDP regulate?

Prescription drug promotional communications made by or on behalf 
of the drug’s manufacturer, packer, or distributor, including, for 
example:

• TV and radio commercials.
• Sales aids, journal ads, and patient brochures.
• Drug websites, e-details, webinars, and email alerts.

15
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Categories of Promotional Communications

Do not make any 
representations about a 
specific product
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OPDP RESEARCH



18

Role of the OPDP Research Team
What We Do

• Provide scientific evidence and advice to help ensure that OPDP’s 
policies related to prescription drug promotion have the greatest 
benefit to public health.

• Investigate issues relevant to healthcare provider and 
patient/consumer usage of medical product information.

• Consider the audience’s perception and comprehension of medical 
product information.

• Assess the accuracy and effectiveness of the information and how it 
is conveyed.
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Focus of OPDP’s Research Studies

Advertising Features:
• How do the features of the promotion impact the 

communication and understanding of prescription drug product 
risks and benefits?

• Examples include:
• Quantitative Information.
• Promotion and message elements.
• Description of disease characteristics.
• Product characteristics.
• Other elements.
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Focus of OPDP’s Research Studies, 
cont.

Target Population:
• How does understanding of prescription drug product risks 

and benefits vary as a function of audience?
• Variables include:

• Literacy.
• Education.
• Age.
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Focus of OPDP’s Research Studies, 
con't.

Research Quality Improvement:
• How can the quality of our research data be maximized to help 

ensure the best possible return on investment for FDA?
• Variables include:

• Analytical methodology development.
• Sampling and response issues.
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EMERGING TRENDS IN PROMOTION
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• More internet-based promotion.
• Use of Artificial Intelligence and algorithm-driven promotion.
• Pandemic driven changes.

Changes in the Promotional Landscape
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Audience-specific Changes

• More remote interactions between sales reps and prescribers
• Algorithm and AI integration with existing legacy marketing channels (e.g., 

email)
• Proliferation of private chat and video conferencing applications targeting 

prescribers

HCP

• Algorithm-driven social media is moving to eclipse TV ads in terms of reach

DTC



Sources of Information
Among respondents who indicated a DTC ad had ever caused them to look for more health information

Own Doctor      83 % 89 %      65%
Pharmacist      50 % 51 %   38%
Reference Book      38 % 40 %    7%
Nurse      33 % 40%   16%
Friend, Relative, Neighbor      31 % 38%   27%
Other Doctor      24 % 25 %   16%
1-800 number      19 % 15 %    5%
Internet      18 % 38 %   68%
Magazine      17 % 18 %    4%*
Newspaper         8 %   7 %

    19991          20021 20172

*magazine or newspaper combined
1Aikin, Swasy & Braman (2004). 
2Aikin, Sullivan, Berktold, Stein, & Hoverman (2021). 18



2253 Internet 
Submissions to 
OPDP 
Increasing
Source: Sullivan, Aikin, Chung-
Davies,  & Wade (2016) and OPDP 
2253 submissions.

2020
Total Internet: 70,746

Professional Internet: 43,243

DTC Internet: 27,503

2020
Professional Non-Internet: 47,696

DTC Non-Internet: 16,643

19
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Rigorous Research in Service of Public Health

• We continue to develop evidence to inform our thinking.
• We evaluate the results from our studies within the broader context of research 

and findings from other scientific sources.
• Multiple converging results increases confidence in the robust nature of the 

findings.

 This body of knowledge collectively informs our policies as well as our research 
program.
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This Workshop

• The new and different – looking beyond traditional media.

• What’s coming next in the promotion space – where are we 
headed?

• The future of marketing and regulation from your perspective.

We look forward to a great discussion!
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Session 1: Prescription Drug Promotion in 
the Digital Space
1:35 pm – 2:45 pm



DTC Rx Promotion in the Digital Space:

Native Advertising, TikTok & Gen Z as a Vulnerable Audience

Mariea Grubbs Hoy, Ph.D.
School of Advertising & Public Relations

mhoy@utk.edu



Marketing Strategy for Piqray: Native Advertising

#Sponsored

Promoted Post

Click Through

Native Advertising 
(seamlessly integrated with 
“entertainment” content)

Piqray (Novartis) website
(A drug for metastatic breast cancer) Trusted host, influencer, “Dr.”



Marketing Strategy for Piqray: Native Advertising

• Within the context of native advertising, we 
hear Anne’s story  (typical consumer 
endorser) and Anne’s doctor (expert endorser) 
discuss her case and the benefits of Piqray.

• Dr. Phil gives an audio disclosure prior to the 
interview that the doctor is there at the request 
of Novartis, the segment sponsor.  She is not 
being compensated for this engagement.



Marketing Strategy for Piqray: Native Advertising

• Risks are given during the segment 
– but competing audio & text 
disclosures.

• Viewers (patients, loved ones, 
caregivers) become vulnerable 
audience segments who are likely to 
respond differently to the use of 
these tactics compared to other 
product usage scenarios.

• How might Dr. Phil’s audience (and 
the target market for a breast cancer 
drug) respond to all the components 
of this marketing strategy?



Marketing Strategy: Native Advertising

This looks like a Yahoo story and 
appears as a promoted post in my feed.

Search results on Yahoo

https://www.sunosi.com/



Social Media Platforms 
(and the use of algorithms to serve targeted ads)

• WSJ created a bot
• 15th video – Bot pauses on 

a 35-sec video that signals 
sadness and depression 
and watches it twice

• TikTok is cued that perhaps 
the viewer is feeling down 
(by descriptors of content 
producer).



What if this ad were for an Rx that treats 
depression?



Vulnerable Audience: Gen Z (Ages 9-24))

• TikTok is now the most used app by 
teens & preteens in the US

• One-third of US users may be 14 or 
under

• 1 in 6 US youth aged 6-17 experience a 
mental health disorder each year

• 50% of all lifetime mental illness begins 
by age 14, and 75% by age 24.



Nov. 10, 2021

• Children as young as 9 are able to easily 
create an account

• TikTok is not adequately policing
• Sex and drug-related videos and those with 

COVID-19 misinformation shown to underage 
users

• Requiring research, documents, policies & 
communication due to Congress by Nov. 23.



What are the implications for DTC Rx – especially given the 
demographic that watches TikTok?

Social Media Platforms 
(and the use of algorithms to serve targeted (Rx ads) to a vulnerable audience)

Thank You !!



Informing and Refining the Prescription Drug Promotion Research AgendaInforming and Refining the Prescription Drug Promotion Research Agenda

1. The Perils of Direct-to-Consumer Ads of Prescription Drugs on Social media

2. Patient Influencers on Instagram

3. Telehealth Virtual Waiting Room as an Advertising Medium

Hyosun Kim, Ph.D. , Indiana State University 



The Perils of Prescription Drug Ads:

Examining the Issues Misleading Advertising on Social Media 
through FDA Warning Letters

The Perils of Prescription Drug Ads:

Examining the Issues Misleading Advertising on Social Media 
through FDA Warning Letters

1) The peril of first-person point of view testimonials from patient 
spokespeople

2) The peril of promotions of non-FDA-approved prescription drugs 

3) The peril of risk information presentation

Superimposition normally used in a screenplay as 
“Superimpose” or “Super” is when letters are placed over the film.





Dexcom, a medical device manufacturer for Type 1 diabetes, earned the 
best Social Media Campaign award by PR daily in 2018 by partnering with 
patient influencers on Instagram (PR Daily 2018)



Patient Influencers on InstagramPatient Influencers on Instagram

• When patient influencers’ illness disclosures go public, consumers are likely to 
become immersed in the story, which then helps them develop strong 
parasocial relationships with the influencers. 

• More importantly, this transportation to the narrative world and strong 
pararsocian interaction then causes consumers to feel less negative about the 
sponsored ad posts featuring prescription drugs. 



Illness 
Disclosure

(IV)

Transportation
(M1)

Parasocial 
Interaction

(M2)

Attitudinal 
Persuasion 
Knowledge

(DV)

a1= .86***

d21= .89***

a2= -.07 b1= .09

b2= .49***

c= .47* (c’= 04)

- Trustworthy
- Convincing
- Credible
- Not biased

Effects of illness disclosure on Ad attitudesEffects of illness disclosure on Ad attitudes



Effects of 1st person-perspective on help-seekingEffects of 1st person-perspective on help-seeking



Disclaimer: 
The view and opinions expressed in the ad are those of the presenter. 

Result of the drug may vary depending on the patient‘s condition.

Disclaimer: 
The view and opinions expressed in the ad are those of the presenter. 

Result of the drug may vary depending on the patient‘s condition.



Telehealth Virtual Waiting RoomTelehealth Virtual Waiting Room

• Personalized, tailored ad
• Undivided attention

• Patients are highly motivated to process information





Advertise Here
Advertise 

Here



Four Topics to Inform the Future 
of Prescription Drug Promotion 
Research

Tim Mackey, MAS, PhD
Professor, UCSD

Duke Margolis Center Virtual Public Workshop



Topic 1:  Social Media 
Targeted Ads

• Transparency about DTCA 
digital targeting 

• Role of cookies files (users 
visiting health sites, etc.)

• Examples:  Targeting 
metadata for off-label use 
and prescribing; targeting 
based on “interest” or 
”awareness” 
categories/metadata and 
user forums (e.g., health-
related metadata); other 
proxy behavioral and 
demographic data



Topic 2:  Patient 
Education, Assistance, 
Coaching Portals

• Use of  patient education, 
assistance, and coaching 
portals to engage directly 
with patients (including 
direct and through third 
parties)

• Possibility of  direct 
marketing and influence

• Generation of  CHI vs. PHI 
in portals?



Topic 3:  EHRs, DTCA, 
and off-label 
promotion? 

• Concern about data service 
provider companies 
imbedding off-label 
prescribing information in 
commercial EHR

• Possibility of other 
commercial agreements to 
imbed or prioritize certain 
off-label information in EHR 
indications module and 
clinical decision-making 
software



Topic 4:  OP-Twitter 
promoting behavior 
associated posts

• CMS OP provides 
industry-physician 
promotional data 
(sorted for top 50 in 
consulting payments)

• Promoting treatment 
methods

• Link to promotional 
videos

• Promotion posted by 
other social media 
users

Top 15 total consult payment receiver: 
$898k(732 payments) in 2020 ⬇ 

Top 15 total consult payment receiver: 
$507k(501 payment) in 2020 ⬇ 

Top 15 total consult payment receiver: 
$403k(29 payments) in 2020 ⬇ 



Other Social Media 
promoting behavior 
associated post samples

• Instagram: 
Promoting service

• YouTube: Promoting 
products

• TikTok: Promoting 
products

Top 15 total consult payment receiver: 
$403k (29 payments) in 2020 ⬇ 



Policy Proposal:  
Greater Transparency?  
Modeling after OP for 
DTCA
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@tkmackey
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Session 1: Prescription Drug Promotion in the Digital Space
Session 1 Discussion Questions:
 What current trends in online prescription drug promotion are you paying attention to and 

why?
 How are prescription drug manufacturers using social media and other digital tools to connect 

with patients? What are the research implications of prescription drug promotion that occurs in 
digital spaces such as through social media groups for patients with specific health conditions?

 What are the implications of prescription drug manufacturers engaging with patients in virtual 
health care settings, such as virtual patient waiting rooms in online telemedicine clinics? What 
obstacles for research does this cause, and how might those obstacles be overcome? Similarly, 
what opportunities for research are present in these new frontiers?

 What are the implications of prescription drug manufacturers using digital tools such as EHRs to 
reach health care providers? What are the implications of promotion to health care providers 
utilizing digital tools? What obstacles for research does this cause, and how might those 
obstacles be overcome?

 What methodological gaps exist in this research space? What do you wish you could measure 
but can’t due to methodological limitations?
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Break
2:45 pm – 3:00 pm
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Session 2:  Future Directions and 
Considerations for the Prescription Drug 
Promotion Research Agenda
3:00 pm – 4:15 pm
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Session 2: Future Directions and Considerations for the 
Prescription Drug Promotion Research Agenda

Session 2 Discussion Questions:
 What are some emerging trends in prescription drug promotion to patients and health 

care providers? How might prescription drug promotion evolve in the digital space in the 
future?

 In what ways has the pandemic accelerated or changed emerging trends in prescription 
drug promotion?

 In what ways might consumer perceptions of prescription products be impacted by 
emerging trends in prescription drug promotion?

 What evidence gaps exist in prescription drug promotion research?
 What do you think are the most pressing areas/questions for research on prescription 

drug promotion?
 What lessons can prescription drug promotion researchers learn from other fields?
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Adjournment

Informing and Refining the Prescription Drug Promotion 
Research Agenda 

November 19, 2021
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Thank You!
Contact Us Follow Us

DukeMargolis

@DukeMargolis

@DukeMargolis

Duke Margolis

healthpolicy.duke.edu

Subscribe to our monthly newsletter at 
dukemargolis@duke.edu

DC office: 202-621-2800
Durham office: 919-419-2504

1201 Pennsylvania Avenue, NW, Suite 500 
Washington, DC 20004 


