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Biopharma Product in Crisis:
An Interactive Case Study



Disclaimer
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This Product in Crisis program presents a 
hypothetical that incorporates various fictitious 
companies, individuals, products and scenarios.  
Any resemblance to actual companies, individuals, 
products or scenarios is unintentional.  No aspect 
of this program should be deemed to reflect the 
position of any company or individual, or a waiver 
or admission in any respect.



Critical Pharmaceuticals
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• 1000 employees and $1 billion in 

revenue worldwide.

– Based in New Jersey 

– U.S. market represents the 

majority of the company’s revenue

– The company has only a basic 

compliance program, and the CFO 

is also the Chief Compliance 

Officer

• Primary therapeutic areas of focus 

include lung diseases and anemia.

– Key product for revenue growth is 

Osteon, which treats chronic 

obstructive pulmonary disease 

(COPD)



Osteon® (osteonium) 
4

 On patent / $40,000/year for treatment

 Indicated for treatment of COPD, but at 

least 30% of prescriptions are for other 

lung disease patients 

 Largely a Medicare population

 In addition to a sales force, the company 

contracts with a leading third-party 

nursing educator network that provides 

extensive physician and patient support 

services



Osteon® 
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 The Osteon label includes a black box warning 

(BBW) relating to a risk of suicidal ideation and 

suicide

 The BBW is based on 5 cases of suicidal ideation and 1 

suicide in the course of the Osteon clinical trials



Osteon® (cont’d.) 
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 Osteon sales have not been meeting projections 
and the revenue pressures on the company have 
been intense

 The VP of Marketing blames the Black Box Warning as a 
major drag on sales

 The Board has been threatening to sell the 
company if revenue targets are not met 



“Osteon 2.0”
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 In order to address lagging sales of Osteon, the VP of 
Marketing initiated “Osteon 2.0” to essentially re-
launch the product

 A key component of Osteon 2.0 is equipping the 
sales force and nurse educators with materials and 
talking points intended to put the black box warning 
“in context”



“Osteon 2.0”
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• “Osteon 2.0” was originally described in a high-level strategy 
deck, and it consists of the following:
– Dissemination of a “Case Series Analysis” of the suicide and suicidal 

ideation cases in the Osteon clinical studies, which emphasizes the 
multi-factorial nature of suicide and suicidal ideation, and the 
presence of many such non-drug  factors in the patients in the Osteon 
pivotal trials suffering such events 

– Funding and publishing a real-world evidence analysis of 
suicide/suicidal ideation in the COPD patient population, which 
indicates that background rates of such events in that patient 
population are greater than previously estimated, and concludes that 
the BBW on certain products for COPD patients is likely unnecessary 
and should not be an impediment to prescribing

– Directing the sales force and nurse educators to provide a 
presentation to HCPs, their office staff and payors that emphasizes the 
above
• The presentation does not disclose that the above analyses were funded by Critical 



“Osteon 2.0”
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• On an investor call, Critical’s CEO notes that the Black 
Box Warning has been a serious impediment to product 
growth, but cites “new data, including a major analysis of 
a large body of real world evidence that provides 
compelling evidence that there is no link whatsoever 
between Osteon and suicidal ideation or suicide”
– The company’s stock goes up 20%

• Over the next year, Osteon sales show a marked increase, 
and the stock remains on the upswing
– It appears that Osteon 2.0 is working
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 One year after the launch of Osteon 2.0, FDA 
sends very strongly worded Warning Letter to 
Critical – citing misbranding of the product due 
to counter-detailing the Black Box Warning

 Based on several Bad Ad Program complaints



Critical Convenes a Crisis Team
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The Company Investigation…
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• A rapid internal company investigation is conducted 
(consisting of 5 interviews), and it concludes that Osteon 
2.0 was really the brain child of the VP of Marketing, and 
he had improperly pressured Medical and Regulatory to 
approve materials without proper support, balance, 
transparency, etc.
– The CEO was aware of some of their reservations about Osteon 

2.0, but says he was told it was ultimately approved by Medical 
and Regulatory and it “wasn’t high risk”

• The VP of Marketing is fired
• The company responds to the Warning Letter within 15 

business days, blaming the former VP of Marketing and 
proffering a corrective action plan consisting of a one-
time detailing visit to each HCP office, focused on the 
BBW



FDA Safety Alert
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• Two weeks later, FDA issues a 
Safety Alert based on a re-analysis 
of adverse event reports

• Suggests that the prevalence of 
suicidal ideation among Osteon 
patients is actually higher than 
originally thought, and patients 
should be monitored even after 
discontinuing Osteon

• FDA orders a broad corrective 
action plan, and the imposition of a 
REMS

– Prescribers must be trained on the 
BBW and certified to prescribe

• Patients must join a registry and 
sign a patient agreement 
indicating that they have been 
educated on signs of suicidal 
ideation 

Suicidal Ideation and 
Suicide in Patients 
Treated with Osteonium

Issue:  An FDA reanalysis of 
FAERS reports pertaining to 
patients treated with 
osteonium (proprietary 
name OSTEON) suggests a 
higher than anticipated 
incidence of suicidal 
ideation, indicating that 
enhanced monitoring is 
necessary to ensure that
physicians and patients…



Criminal Investigation
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• FDA’s Office of Criminal Investigation 
and the Department of Justice initiate 
an investigation
– Expansive subpoena

– They ask to interview key personnel at Critical 



Bad Documents 
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• In preparing for the 
interviews, emails found 
by Critical’s outside 
counsel suggest that 
company concerns about 
the FDA promotional 
risk were very clearly 
expressed to the CEO, 
even after approval by 
Medical and Regulatory



Bad Documents (cont’d.)
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 About two years ago, Critical’s Chief Medical 
Officer and VP of Regulatory had demanded 
resources, citing huge problems in the 
company’s pharmacovigilance function, 
including a backlog of reports and faulty coding 
of events

 Her emails express a concern that events relating to 
suicidal ideation may be among those that went 
unreported

 She received about 10% of the funds she requested



The Media
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Up Next
July 14, 2019

What did Critical Pharma do when it 

learned of patients committing suicide 

while taking their drug Osteon?  They 

covered it up!  A former Critical 

Pharma employee blows the whistle on 

this major scandal threatening patients 

across the country

Osteon – Killer Drug?



Social Media Erupts
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The Plaintiffs’ Bar Jumps In…
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Plaintiffs File Product Liability Actions
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 Plaintiffs’ lawyers 
file multi-plaintiff 
complaints in state 
court in southern 
Illinois and San 
Francisco, 
California



Louisiana AG Files Action 
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 The same plaintiffs’ 
counsel convinces 
the LA AG to file a 
parens patriae
action in state court 
seeking civil 
penalties, 
restitution and 
injunctive relief

 LA AG hires 
plaintiffs’ counsel 
under a contingency 
fee arrangement



Qui Tam Suit Emerges
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 The same plaintiffs’ 
lawyer represents a 
relator and files a 
qui tam action 



A Congressional Subpoena Arrives…
23



A Congressional Hearing Is Scheduled…
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Resolution?  Settlement?
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Repairing Relationships After the Crisis
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 What should be done in terms of outreach 
to FDA, patient groups, Congress, and 
other stakeholders?



Key Take-Aways
From the Osteon Crisis?

27



28

Thank You!


