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Introduction: The Current Landscape
A July 2016 Wall Street Journal headline reads: “Johnson & Johnson’s Acclarent Unit in $18 Million U.S. 
Settlement.”  
The subhead reads: “Resolves claims of illegally marketing a medical device.” 

Two former executives at Acclarent, a medical device startup purchased by Johnson & Johnson in 2010, 
“directed salespeople to promote one of its products as a drug delivery device even though U.S. health 
regulators had rejected the use.” 

Those former executives were found guilty of ten misdemeanor counts of violating the U.S. Food, Drug and 
Cosmetic Act. The penalty each count holds? A maximum prison sentence of one year. 

Less than a month later, a CNN headline reads: “Kentucky AG sues Johnson & Johnson over transvaginal 
mesh marketing.”

The Kentucky Attorney General is suing Johnson & Johnson and its subsidiary, Ethicon, for millions of 
dollars, saying the company “concealed and misrepresented” the risk of its transvaginal mesh products to 
doctors and patients. 

Companies in the life sciences space have a price to pay when caught improperly or illegally promoting 
a drug or device. Depending on the offense, that price can range anywhere from an FDA-issued warning 
letter to, in Johnson & Johnson’s case, an $18 million settlement and a handful of active lawsuits. An FDA-
issued warning letter can incur costs associated with process 
overhaul, damage control and employee dissatisfaction.  
A multi-million dollar settlement costs exactly that. 

http://www.wsj.com/articles/johnson-johnsons-acclarent-unit-in-18-million-u-s-settlement-1469219412
http://www.wsj.com/articles/jury-acquits-former-johnson-johnson-unit-execs-of-felony-fraud-1469050579
http://www.cnn.com/2016/08/16/health/kentucky-sues-johnson--johnson/
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But the risk of putting a patient in harm’s way due to misinformation is even costlier. That risk is one of 
the reasons why the Food, Drug and Cosmetic Act allows the FDA to regulate how organizations in the 
life sciences industry are able to promote their products. In fact, the FDA’s Office of Prescription Drug 
Promotion’s (OPDP) sole mission is to “protect the public health by ensuring that prescription drug 
information is truthful, balanced, and accurately communicated.” 

Not every case of improper marketing results in an $18 million settlement or is due to intentional 
misbranding. More often than not, the FDA issues warning letters for smaller-scale missteps. But regardless 
of intention, each slipup has the ability to misinform a healthcare professional and/or the patient. 

When it comes to promoting a product within the healthcare and life sciences industries, any piece of 
collateral that makes a claim can be under the surveillance of the FDA. With numerous product lines, 
countless indications and multiple regions around the globe, companies inevitably make oversights. Below 
are some of those oversights, along with some simple steps to help avoid them.

http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm090142.htm
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm090142.htm
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4 Simple Solutions to Common Life Sciences  
Marketing Challenges

1 Omitting Material Facts

Issue: “The exhibit banner is misleading because it omits important risk information associated with the use 
of X and omits material facts. Thus, the exhibit banner misbrands X within the meaning of the Federal Food, 
Drug, and Cosmetic Act, and makes its distribution violative.” – Excerpt from FDA Warning Letter

Consequence: FDA Warning Letter

Solution: Don’t leave anything out.

In the world of life sciences, omission is misrepresentation. If a 
company communicates the benefits of their product, the FDA 
requires that they also thoroughly communicate the risks. This is 
another measure taken to ensure that the customer, whether a 
physician or patient, is properly informed on the product. 

With exhibit banners and tradeshow graphics, there is typically a 
small amount of space available to convey a big message. In some 
cases, this can result in leaving out important risk information in 
order to include eye-catching imagery or an attention-grabbing 
statement. 

One way to avoid this oversight is to work with Regulatory and 
Compliance teams to develop a required boilerplate for every 
piece of promotional collateral with the product’s full indication, instantly mitigating major risks. This 
practice allows Marketing to enforce the right message and Sales to distribute the most compliant content 
possible—with the further benefit of collaborating with Regulatory/Compliance. This can easily be done at a 
manual level or with the support of a data management platform. 

2 Misbranding the Drug

Issue: “The sales aid is false or misleading because it omits risk information, inadequately communicates 
the full indication of the drug, and presents unsubstantiated claims. Thus, the sales aid misbrands X within 
the meaning of the Federal Food, Drug and Cosmetic Act, and makes its distribution violative.” – Excerpt 
from FDA Warning Letter

Consequence: FDA Warning Letter

Click here to view image source

http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/EnforcementActivitiesbyFDA/WarningLettersandNoticeofViolationLetterstoPharmaceuticalCompanies/UCM447348.pdf


Click here to view image source

Click here to view image source

5

Solution: Enable teams with version control.

Marketers in the life sciences space share a common anxiety: 
misbranded assets. Whether they’re non-compliant or downright 
archaic, there is always a lurking fear that a sales aid from 2007 will 
somehow make its way into a physician’s inbox. This either happens 
because the rep doesn’t have rapid access to the right piece of 
content, or marketing isn’t able to easily retire the versions of years’ 
past and quickly distribute what’s new. 

Enabling marketers with the ability to organize, store and distribute 
collateral in and from centralized repositories offers them ultimate 
version control, allowing them to always provide sales with the most 
up-to-date, compliant information and collateral possible. 

This can be achieved by performing a monthly, quarterly or yearly 
content audit. The process requires cross-functional collaboration, 
which helps increase company-wide alignment. Implementing this 
practice allows both Marketing and Sales to feel confident that the 
content they are sharing is always in the best interest of the physician and/or the patient. 

3 Failing to Communicate Risk Information
Issue: “The social media post is false or misleading in that it presents 
efficacy claims for X, but fails to communicate any risk information 
associated with its use and it omits material facts. Thus, the social 
media post misbrands X within the meaning of the Federal Food, 
Drug, and Cosmetic Act and makes its distribution violative.” – 
Excerpt from FDA Warning Letter

Consequence: FDA Warning Letter

Solution: Implement a process.

Life sciences companies are no stranger to process. That’s because 
every aspect of their business, not just sales and marketing, is 
required to uphold the utmost compliance. There’s a process for how 
to bring a product to market, how to manufacture that product and 
how sales reps are trained and approved to sell that product. There 
should also be a process for any channel that promotes that product. 
It’s important for the process to be cohesive, collaborative and 
consistent – especially when companies incorporate a new medium 

http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/EnforcementActivitiesbyFDA/WarningLettersandNoticeofViolationLetterstoPharmaceuticalCompanies/UCM457567.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/EnforcementActivitiesbyFDA/WarningLettersandNoticeofViolationLetterstoPharmaceuticalCompanies/UCM457965.pdf


Click here to view image source
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like social media into their marketing mix. 

Don’t have a process like this in place? The FDA gives companies a good place to start with their Guidance 
for Industry on Internet/Social Media Platforms with Character Space Limitations as well as their Guidance 
for Industry Internet/Social Media Platforms: Correcting Independent Third-Party Misinformation About 
Prescription Drugs and Medical Devices. 

Aside from following FDA guidance documents, many pharmaceutical and medical device companies have 
an entire team dedicated to managing a risk-free social media strategy. Those teams use platforms like 
HootSuite, GremIn and Smarsh to help maintain compliant social communications. 

4 Making Unsubstantiated Claims

Issue: “The webpage is false or misleading because it makes unsubstantiated claims. Thus, the webpage 
misbrands X within the meaning of the Federal Food, Drug, and Cosmetic Act, and makes its distribution 
violative.” – Excerpt from FDA Warning Letter

Consequence: FDA Warning Letter

Solution: Validate claims. Every single one of them.

The healthcare and life sciences industries are becoming 
more and more crowded – and it’s becoming more and more 
challenging for companies to differentiate their product over 
a competitor ’s. As a result, marketers are getting bolder and 
louder. 

But when phrases like “new and improved” and “fast-acting 
results” start getting thrown around without any data to back 
them up, they can be considered misleading to a physician 
and/or the patient. 

In many cases, the data to back the claim exists. But 
the process of locating the clinical paper that proves it 
can be lengthy and arduous. A good practice to avoid 
unsubstantiated claims is for companies to provide Marketing 
and Sales with access to clinical data from one single source. 
With all of the information in one repository, teams always 
have what they need to make strong, data-backed claims. This can be achieved using platforms like Box, 
SharePoint or Seismic.

http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/EnforcementActivitiesbyFDA/WarningLettersandNoticeofViolationLetterstoPharmaceuticalCompanies/UCM447607.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM401087.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM401087.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM401079.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM401079.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM401079.pdf
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Conclusion
Promoting products in such a regulated environment comes with its difficulties. Marketers in the space are 
faced with the challenging task of launching brand new products, supporting a growing sales team and 
keeping up with an evolving market. The constant red tape can be discouraging at times –competition is fierce 
and companies are expected to frequently develop innovative ways to make their product stand out among 
the rest. Though sometimes frustrating, it’s important to remember that the parameters serve a purpose. And 
while profit is important, everyone can agree that patient lives are paramount.

Learn More Read how Seismic is helping medical device companies elevate 
their team’s management, measurement, and mobility

About Seismic
Seismic’s leading end-to-end sales enablement solution for enterprises increases sales efficiency and 
marketing effectiveness by delivering the right content at the right time. Seismic is the only sales 
enablement platform anchored by the award-winning LiveDocs® technology, which automates the 
creation of personalized sales materials within seconds, achieving personalization at scale and dramatically 
improving time spent selling and win rates. Seismic customers are customizing more than a million pieces of 
sales collateral per year, and real-time analytics provide unprecedented insight for marketing teams looking 
to gauge which content helps closes deals. Headquartered in San Diego and with 150 employees across the 
globe, Seismic is privately held by its executive team and investment firms General Atlantic, JMI Equity, and 
Jackson Square Ventures.  

For more information about Seismic’s end-to-end sales enablement solution, please visit www.seismic.com. 

https://seismic.com/medical-devices/
https://seismic.com/

