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Disclosures	/	COI
False Claims Act relator:
DOJ vs. Reckitt Benckiser Pharmaceuticals (2019)

DOJ vs. Indivior (2020)
Fact witness: federal Purdue Pharma investigation

Sales rep: RBP/Indivior (2005-2012)

Purdue Pharma (2003-2004, 2014-2016)

Disclaimer: Financial settlement w/RB Group & Indivior:
No finding or admission of wrongdoing or liability. Expressly denied 
all claims & allegations of retaliation

Not directly employed by RB Group (employed by Reckitt Benckiser 
Pharmaceutical Inc, which became Indivior in 2014 ) 
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Abstract	Presentation	Objectives:

1.  Analyze  1st illegal pharma marke2ng case -
addic2on medicine  -- alleged an2compe22ve 
ac2ons from 2009-14

2.  Gain insights: regulatory gaps, ethics/ equity,  
industry tac2cs, policy implica2ons

Methods:
Case study & policy synthesis +analysis.
Data collection: legal, regulatory & publicly available 
pharmaceutical industry documents, academic 
literature, media reports   /// auto-ethnographic data
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DATA 2000 → Office-based buprenorphine
Paradigm shifts 
ACCESS:  equity & capacity

Pharma Marketing goals: 

ACCESS: ⬆market share /profits
⬆metrics: prescribers/RXs

- formulary & reimbursement
- regulations /regulators 
- market exclusivity 
"Clinical Liaisons” – trusted advisors

Public	health	breakthrough	
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Implementing	a	Product	hop:	
Public	health	claims	&	“Mission	Protect”

Maintaining Market Share 

1. Pricing changes
2. Regulatory strategies
3. Marketing changes: “Mission Protect” 

Child poisoning -- “dead baby” sales story

“DISC: Diversion, Interactions, Safety, Children” 
False public health superiority claims
DEA audit “scare tactics”
Altered/ misleading use of poisoning center research
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Implementing	a	Product	Hop:
Exploiting	Regulatory	Weaknesses

• Orphan drug designa2on (2002) - 7 years exclusivity
• 2012 Product hop – “hard switch” tablets to film
• “sham” ci2zen pe22on to FDA 
• REMS data sharing/ obstruc2on- delay generics 
• 9 month delay worth ~ $1 billion sales 

(2020, Haffajee & Frank) 
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• Rocky Mountain Poison and Drug Center 
(RMPDC) data – commissioned to support pediatric 
safety /public health claims

• Abruptly discontinuing tablet 
• “conversion” to Film formulation success  – 70% by 

Sept.2012  (eventually 85% /industry record)

• “patients paying monopoly prices” 
7
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No	evidence	of	superiority- new	
formulation	vs.	old	formulation

Oct. 2009: Manufacturer le2er to FDA: 
Can we promote public health benefits of Film packaging? 

March 2010:  FDA response: 
NO on pediatric safety. No comment on diversion (ask DEA)

Nevertheless, DOJ indictment quotes CEO :
“‘We will be making the most of every minute between now & 
generic approval to convert our tablet business to film,’ 
including a ‘Full Blitz campaign for salesforce’

… to raise ‘diversion and misuse and pediatric safety’ in sales 
presenta5ons to physicians.” 

USA vs Indivior, Inc. a/k/a Recki5 Benckiser Pharmaceu;cals Inc & Indivior PLC, Superseding 
Indictment,  line 27-29, 1:19-cr-00016, U.S. District Court, Western District of VA, August 14, 2019
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False	public	health	claims
Misleading sales charts: 
“Helping to Reduce Pediatric Exposure” 
“Associated with Reduced Rates of Diversion & Abuse” 
• omiSed relevant study results

CiFzen PeFFon to FDA , Sept. 25, 2012
company execuXves altered 5-page study summary 

Public announcement / PaFent & Prescriber le2ers
“ The decision to take Suboxone Tablets off the market 
was a voluntary choice 
as a result of recent informaFon the company received 
showing higher rates of accidental pediatric exposure”
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Ethical	lapses:	industry	&	
clinician	relationships
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Industry	Speaker	program example:	
DEA	“scare	tactic”

“They all spoke about the DEA audits & Dr C. 
shared his experience with the others as he is the 
only one at the table that experienced a [DEA] visit.
They spoke about the fear of loosing [sic] Schedule 
III status.

Dr F. said then clearly putting all patients on the 
Film is the best way to protect our ability to continue 
to care for patients.”

-- RBP Sales representative report to manager, Nov. 9, 2010 

(page 72, 2nd Amended complaint, Scott, 2007) 



“Baby	death	articles”

USA vs Indivior, Inc. /ReckiB Benckiser PharmaceuCcals Inc, Superseding Indictment, 2019
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July	24,	2020
Indivior	Solutions	Pleads	Guilty	to	
Felony…
Indivior	Entities	Pay	$600	Million	to	
Resolve	Criminal	&	Civil	Investigations
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July	11,	2019
Department	of	Justice	Obtains	$1.4	
Billion	from	Reckitt	Benckiser	Group
in	Largest	Recovery	Concerning	Opioid	
Drug	in	U.S.	History



Recki6 Benckiser Group
Settled (without liability) -- promoting Suboxone™ for “unsafe, 

ineffective, & medically unnecessary” uses

Indivior  
Guilty pleas -- Subsidiary - Indivior Solutions - felony

• CEO & Medical Director  – misdemeanors /fines / JAIL 

• Settled 3 key allegations

$10 million payment paid to FTC for patient refunds 

+ compliance reporting + req’s 
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Public	health	harms	

Anti-competitive behavior /illegal marketing 

→ Artificially higher cost of treatment 
→  cost impact & equity  -- “two tiers” of treatment     

increased # cash clinics /racialized access 
(Hansen, Roberts, Netherland, 2012; Van Zee & Fiellin, 2019) 

→ Reputation /trust re:  office-based 
treatment /buprenorphine

→ negative publicity, stigma



Policy	levers	
(ef5icacy	/deterrence	unknown)	

• Regulatory changes – patents, FDA, FTC
• Increased enforcement/ penalties 
• Civil litigation /  Criminal charges

• Marketing: sunshine laws /disclosure 
• PharmedOut approach to industry - ”no free lunch”
• Occupational licensing -- pharma sales reps-
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Questions?	
gail@healthpolicynetwork.com

Twitter:      @Gail_G_Scott
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