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Why Social Media

Pros

• Free (usually)

• Viewed as low investment 

• Option to be active or passive 
(Like, post, share, comment v. 
post only)

• Ability to reach a large audience 

• Ability to reach a select audience 
(targeted ads)

• Viral nature of social media is 
enticing. 

Cons

• May require a large resource 
investment (review, monitoring, 
etc.)

• Being active can be risky, but so 
can being passive 

• Broad audience reach 
• Disclosure of risk and safety 

information

• Including fair and balanced 
information

• Viral nature of social media is 
enticing



FDA Guidance & Rules



Internet/Social Media Platforms with Character Space 

Limitations—Presenting Risk and Benefit Information

• Benefit and risk information must be: 

– Accurate, non-misleading, balanced;

– Disclosed together with all material facts; and 

– In the same message (tweet, post, paid search/sponsored links) 

• Risk information must be “comparable” to benefits in scope, content, 
prominence, and readability

• At minimum, include most serious risks (e.g., boxed warning, life-
threatening, risks to specific populations)

• Include direct link to landing page with complete risk info (e.g., Brief 
Statement) 

– No promotional messaging

• Use formatting (if available) to highlight significant risk information 
(e.g., boxed warning should be bolded)



Internet/Social Media Platforms: Correcting Independent Third-

Party Misinformation About Prescriptions Drugs and Medical 

Devices

• Companies can choose to correct misinformation about its own 

products or ask the author to remove misinformation

• Defines a “safe harbor” that allows companies to correct 

misinformation without being subjected to more stringent promotional 

labeling requirements

• Should not “cherry pick” and only correct negative misinformation, 

while leaving misinformation that is beneficial 

• If the company’s corrective information does not follow guidance, 

then it is not covered by the “safe harbor” and all promotional labeling 

rules apply 



Responding to Unsolicited Requests for Off-Label Information 

About Prescription Drugs and Medical Devices

• Defines “safe harbor” and if followed, FDA does not intend to 
use company’s response as evidence of intent that the product 
be used for an unapproved/uncleared use.

• Response requirements:
– Respond only when the request pertains specifically to its own 

named product (and not solely about a competitor’s product);

– Company’s public response should state that the question relates 
to unapproved use and direct them medical affairs with specific 
contact information;

– Do not provide detailed response in public forum;

– Disclose affiliation with company;

– Must not be promotional in nature or tone; and

– Provide direct link to FDA-required labeling (not website with 
promotional content).



Paid Search, Sponsored Links, SEO

• FDA’s character limitation guidance applies

• For drugs, “reminder ad” guidance may be applicable

– If only the drug’s name is disclosed and not the 

use/benefits, then risk information is not required

• All search keywords, metatags, and ad content should be 
consistent with labeling, accurate, and non-misleading



Common Pitfalls



Common Pitfalls

• Not having policies/procedures regarding social media use

• Failure to provide balanced risk information

• No plan for content/posts

• Not identifying a lead employee to post 

• Failing to internally review/approve content

• Failing to monitor social media

• Not following FDA guidance when correcting misinformation

• Responding inappropriately to off-label questions

• Off-label or inappropriate metatags, SEO, paid search terms

• No plan for responding to DMs or comments

• Liking, commenting, sharing, retweeting, etc. 



Enforcement Examples & Trends



Warning Letters related to Google Advertising

• On March 26, 2009, FDA sent Warning Letters to 14 pharma 

companies in one day related to Google Advertising 

• Warning Letters covered five specific topics:

1. Omitting risk information

2. Minimizing risk information

3. Inadequately communicating indications

4. Overstating efficacy

5. Failing to use established brand names

• FDA views internet search advertising itself as a complete 

advertisement



Warning Letter – Duchesnay, Inc. 

• August 7, 2015

• Pharmaceutical company
– DICLEGIS (doxylamine succinate and pyridoxine hydrochloride)

• Indicated for the treatment of nausea and vomiting of pregnancy in women who do not respond to 
conservative management. 

• Instagram, Facebook, and Twitter post made by Kim Kardashian
– Not the first time OPDP had expressed concerns regarding companies 

promotional activities.

• FDA stated that risk info was not included and the link to the ISI was not 
sufficient. 

https://www.fda.gov/media/93230/download



https://www.fda.gov/media/93230/download

Warning Letter – Duchesnay, Inc. 



Warning Letter – Duchesnay, Inc. 

https://www.fda.gov/media/93230/download



Warning Letter – Duchesnay, Inc. 

https://www.fda.gov/media/93230/download



Warning Letter – MannKind Corporation

• October 5, 2018

• Pharmaceutical company

– AFREZZA (insulin human)
• Rapid acting inhaled insulin indicated to improve glycemic control in adult patients with 

diabetes mellitus.

– BOXED WARNING
• risk of acute bronchospasm in patients with chronic lung disease.

• FDA pointed to a Facebook post.

• FDA stated that no risk information was included and link to ISI is not 

sufficient. 

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/mannkind-corporation-578282-10052018



Warning Letter – MannKind Corporation

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/mannkind-corporation-578282-10052018



Warning Letter – MannKind Corporation

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/mannkind-corporation-578282-10052018



Warning Letter – Zarbee’s, Inc. 

• July 27, 2014

• Dietary supplement mfg. 

• FDA pointed out the following as evidence that the products were 

misbranded:

– Company social media (Facebook and Twitter) posts; and 

– Consumer testimonials posted to company Facebook

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/zarbees-inc-429329-06272014



Warning Letter – Zarbee’s, Inc. 

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/zarbees-

inc-429329-06272014



Warning Letter – Zarbee’s, Inc. 

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-

letters/zarbees-inc-429329-06272014

Twitter & Facebook content



Warning Letter – Zarbee’s, Inc. 

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/zarbees-

inc-429329-06272014

Facebook likes and comments



Warning Letter – NanoBiotech Pharma

• February 26, 2015

• Dietary Supplement mfg. 

• FDA used the following as evidence of intended use:

– Patient testimonials on company website;

– Posts made on company social media pages (Facebook and LinkedIn); 

and

– Metatags used to bring customers to the company website

• Metatags were not primary issue of concern but supplemented evidence of 
intended use and misbranding

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/nanobiotech-pharma-446481-02262015



NanoBiotech Pharma – Warning Letter

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/nanobiotech-pharma-446481-02262015



NanoBiotech Pharma – Warning Letter 

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-

letters/nanobiotech-pharma-446481-02262015

Website content



NanoBiotech Pharma – Warning Letter

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-

letters/nanobiotech-pharma-446481-02262015

Facebook page content



NanoBiotech Pharma – Warning Letter

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-

letters/nanobiotech-pharma-446481-02262015

LinkedIn page content



NanoBiotech Pharma – Warning Letter

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-
letters/nanobiotech-pharma-446481-02262015

Metatags



More Real World Examples



Is there enough risk information disclosed?

What should be added?



Methods of Disclosing Risk 

Information



Methods of Disclosing Risk Information:



Misbranding:



Customer testimonials reposted by Company:



Distilling it Down



Best Practices

• Implement a social media SOP/policy

– Company personnel expectations

– Methods for planning, creating, launching, & tracking social media 

programs/campaigns

– When correction of misinformation can be considered 

• Plan for content/posts

– Consider appropriate platform(s) for presentation

– Content reviewed and approved by the PRC/MLR/LRC/etc. committee 

– Submit to OPDP (drug only)

• Have a plan for responding to DM’s or comments

– Canned responses should be proactively created

– Who is responsible for responding to DMs or comments



Best Practices

• Balance benefit information with risk information

– Consider the cleared/approved indication (including patient population), 

contraindications, warnings, and precautions

– If there is not enough space to communicate the required benefit and risk 

information in a single post, then the platform should not be used for that 

message.

• Monitor the social media program

– Compliance with company’s SOP and community guidelines (e.g., no hateful 

speech)

– Monitoring for misinformation, off-label questions, complaints, risk 
information, platform changes



Social Media Takeaways

• Social media extends to more than just ”typical” social media 

platforms

• Use of social media for advertising will continue and evolve 

• Consider third party vendors, privacy implications to data collection, 

etc. 

• Monitoring social media is a key element to a healthy social media 

program

• FDA, FTC, and OIG, plaintiff’s lawyers, competitors, and other 

unfriendly parties look at statements made on social media

• Statements made on social media may be considered labeling and/or 

advertising and may be used to determine the intended use of your 

product



Attend our CLE program on 

new EU and US regulations

Register here:

http://events.r20.constantcontact.com/registe

r/event?oeidk=a07egm4z04d251f68cf&llr=kra

7hp5ab
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