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• All of the claims against the directors are dependent on Claimants’ proving the 
underlying liability of Purdue

• The pre-petition claims against Purdue were weak but unmanageable — Purdue 
filed bankruptcy only because “the sheer number and scale of the Pending Actions 
is simply unmanageable” (Debtors’ Informational Br. at 40 (Dkt. 17))

• Each Claimant must prove misrepresentation, causation, damage — all elements

• Each must establish the validity of the novel nuisance theory under its state’s law

• Each must address overarching problems — e.g., preemption, proximate cause

• Purdue’s 2020 guilty plea does not help any Claimant establish a claim against 
Purdue 

Purdue Liability Is Necessary But Not Sufficient 
to Establish Director Liability 
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Purdue’s 2020 Guilty Plea Does Not Help Any Claimant 
Establish A Claim Against Purdue
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• Purdue pled guilty to a 3-count Information charging it with conspiracy to defraud 
the United States and violate the Food, Drug & Cosmetics Act

• Purdue admitted to:

1. Fraud on the DEA and aiding and abetting prescribers in dispensing prescription 
drugs without a legitimate medical purpose (Count 1) 

2. Payments to two prescribers to induce them to write prescriptions in violation of 
the Anti-Kickback Statute (Count 2)

3. Payments to Practice Fusion in violation of the Anti-Kickback Statute (Count 3)

• Nothing in Purdue’s plea suggests that the former directors knew anything about 
Purdue’s misconduct

(Purdue Plea Agmt., Schedule A, pp. 15-18)

Purdue’s 2020 Guilty Plea Does Not Help 
Any Claimant Establish A Claim Against Purdue
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• PPLP admitted that — in the sales data it provided to the DEA in support of 
its quota allocation requests — it included OxyContin prescriptions written by 
HCPs listed on Region Zero (Purdue Plea Agmt., Schedule A, p. 16 ¶e)

Count 1: Fraud on The DEA – 1st Admission by PPLP 
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• Claimants have no similar claims because quota allocation is determined 
exclusively by the DEA — no one else has quota-setting powers (21 C.F.R. § 1303.21, ff.)

• PPLP did not have the power to stop Region Zero HCPs from prescribing 
OxyContin—but the State Claimants did have that power and had access to Region 
Zero information on request

• PPLP did not admit that inclusion of OxyContin prescriptions written by Region 
Zero HCPs actually affected the DEA’s quota allocation in any year, or did so in a 
way that affected any particular Claimant, or did so during a year within any 
applicable statute of limitations

• The evidence shows that this misconduct had no effect on DEA quotas

Count 1: Fraud on The DEA – 1st Admission by PPLP 
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DEA Was At All Times Well Aware 
That OxyContin Was Abused & Diverted

DOJ Office of Inspector General, OEI-19-
05, Review of DEA’s Regulatory & 

Enforcement Efforts to Control the 
Diversion of Opioids, at 4-5 (Sept. 2019) 

(https://oig.justice.gov/reports/2019/e1905.pdf)

DEA’s Response to the OxyContin Crisis

To combat the growing OxyContin crisis, in the spring of 2001 DEA 
initiated an OxyContin National Action Plan. According to DEA, this was 
the first time in DEA’s history that it developed a plan to target a brand-
specific controlled substance with a focus on enforcement and regulatory 
investigations that targeted key points of diversion. The plan directed 
DEA field divisions and DEA’s Office of Diversion Control (OD) to conduct 
in-depth investigations of OxyContin’s manufacturer and distributors to 
determine their compliance with regulatory requirements designed to 
prevent diversion. The plan also sought to coordinate enforcement and 
intelligence sharing with federal, state, and local agencies; take 
regulatory and administrative action to limit abusers’ access to 
OxyContin; and conduct outreach, awareness, and education initiatives to 
educate the public on the dangers of abusing OxyContin.

DEA’s 2001 OxyContin National Action Plan:
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DEA Was At All Times Well Aware 
That OxyContin Was Abused & Diverted

DEA Policy Statement, Dispensing Controlled Substances for the Treatment of Pain, 71 Fed. Reg. 52716, 52716 (Sept. 6, 2006)

Extent of Abuse in the United States of Controlled 
Prescription Drugs

The abuse (nonmedical use) of prescription drugs is 
a serious and growing health problem in this 
country. . . . A measure of the problem among young 
people is the 2005 Monitoring the Future (MTF) 
survey conducted by the University of Michigan. . . . 
For example, in 2005 ... 5.5 percent of [12th grade] 
students reported using OxyContin in the past year.

DEA 2006 Policy Statement: Dispensing Controlled Substances for the Treatment of 
Pain
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DEA Was At All Times Well Aware 
That OxyContin Was Abused & Diverted

DEA Policy Statement, Dispensing Controlled Substances for the Treatment of Pain, 71 Fed. Reg. 52716, 52720 (Sept. 6, 2006)

• Robert A. Smith, M.D. (70 FR 
33207)—Dr. Smith gave one 
patient seven to ten 
prescriptions of OxyContin per 
visit on a weekly basis.  The 
prescriptions were written in 
the patient’s name as well as the 
names of the patient’s father 
and her fiancé. Each visit, the 
patient paid Dr. Smith a $65 fee 
for the office visit plus an 
additional $100 for the 
fraudulent prescriptions.

• James S. Bischoff,, M.D. (70 
FR 12734)—
. . .  Dr. Bischoff wrote the 
boy a prescription for 100 
OxyContin, which Dr. 
Bischoff personally took to a 
pharmacy to be filled.  Dr. 
Bischoff delivered only 20 
tablets to the boy, 
unlawfully diverting the 
remaining 80 tablets.

DEA 2006 Policy Statement: Dispensing Controlled Substances for the Treatment of 
Pain
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DEA Was At All Times Well Aware 
That OxyContin Was Abused & Diverted

DEA, Drugs of Abuse: A DEA Resource Guide 38 (2017 ed.) - https://www.dea.gov/documents/2017/06/15/drugs-abuse 

DEA, Drugs of Abuse
(2017 ed.)
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DEA Considered Abuse & Diversion in
Setting Purdue’s Quota

Dec. 2003 GAO Rept. to Congress at 38 (https://www.gao.gov/products/GAO-04-110)

In the last several years, DEA has taken the additional step of 
lowering the procurement quota requested by Purdue for the 
manufacture of OxyContin as a means for addressing abuse and 
diversion. 

2003 GAO Report to Congress
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DEA Considered Abuse & Diversion in 
Setting Purdue’s Quota

July30-Aug. 4, 2009 Email Chain (PWA001036221)

From: Stedge, Barbara [mailto:Barbara.Stedge@pharma.com]
Sent: Thursday, July 30, 2009 11:24 AM

Subject: FW: 2009 quota letter

From: Morley, Michael J. [mailto:Michael.J.Morley@usdoj.gov]
Date: Thursday, July 30, 2009 2:55 PM

Michael,

Can you provide DEA's rationale for granting less than the requested amount?
How is the inventory allowance being determined?

Due to abuse and diversion of oxycodone products, DEA continues to authorize 
registered dosage form manufacturers a 30% inventory allowance.  . . .

Your quota adjustment was assessed on many factors, including but not limited 
to . . .

* diversion/ abuse concerns

Subject:  RE: 2009 quota letter
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DEA Has Determined That Establishing Quotas 
Based on Known Diversion “Will Not Appreciably Affect Diversion”

Dec. 2011 GAO Rept. to Congress at 47 (https://www.gao.gov/assets/590/587301.pdf) 

While [DEA] officials said that they do seek to account for known 
diversion when setting [Aggregate Production Quotas], they said that 
establishing quotas based on known diversion for the purpose of 
reducing the availability of prescribed drugs will not appreciably 
affect diversion at the retail level and may prevent legitimate patients 
from having access to medication for legitimate medical needs.

2011 GAO Report to Congress
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• Second, PPLP admitted that, with respect to “more than 100 HCPs,” PPLP “failed to: 

(1) “report and provide complete and accurate information to DEA about HCPs 
after the HCPs were flagged by internal anti-diversion programs, in situations 
in which the Company possessed sufficient information that should have led to 
a report; and 

(2) “cease detailing HCPs after receiving information suggesting that those HCPs 
were prescribing opioid products without a legitimate medical purpose and 
outside the usual course of professional practice”

(Purdue Plea Agmt., Schedule A, p. 16 ¶f)

Count 1: Fraud on The DEA – 2nd Admission by PPLP 
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• Claimants do not and cannot advance similar claims

• The States knew the ADD Program — most had insisted Purdue keep it in place

• They knew that (1) “flagg[ing]” of an HCP did not give rise to a reporting 
requirement to the States, and (2) receipt of information suggesting that an HCP 
was misprescribing opioids did not trigger cessation of detailing

• There is no admission by PPLP as to the number or location of the “more than one 
hundred HCPs” 

• There is no admission that any of these HCPs wrote any prescription for a 
medically unnecessary reason

• There is no admission that any of these HCPs did so during a year within any 
applicable statute of limitations

Count 1: Fraud on The DEA – 2nd Admission by PPLP 
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• There is no admission that Purdue’s failure to report on or cease detailing these 
HCPs had any impact on DEA’s quota allocation in any year  

• There is no admission that any Claimant would have been affected if the 
unidentified HCPs been reported to DEA  

• There is no admission that any prescription written by any of the “more than one 
hundred HCPs” caused any State to incur any cost

• There is no admission that — if Purdue had ceased detailing any of the HCPs —
that would have had any effect on the HCPs’ prescribing of Purdue opioids or had 
any impact on any Claimant 

Count 1: Fraud on The DEA – 2nd Admission by PPLP 
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• PPLP admitted that it “fail[ed] to account for potential downstream diversion of its 
products in reporting sales numbers to DEA as part of its quota requests”

(Purdue Plea Agmt., Schedule A, pp. 16-17 ¶f)

• There is no admission that the failure to account for “potential downstream 
diversion” had any effect on DEA’s quota allocation in any year or on any 
Claimant

• There is no admission as to the location of any “potential downstream 
diversion” 

• There is no admission that the “potential downstream diversion” ever 
materialized or, if so, where, in what amount, and whether it occurred 
within the applicable statute of limitations

Count 1: Fraud on The DEA – 3rd Admission by PPLP 
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• PPLP admitted that it “knowingly and intentionally conspired and agreed with 
others to aid and abet HCPs’ dispensing, without a legitimate medical purpose and 
outside the usual course of professional practice … prescription drugs”

(Purdue Plea Agmt., Schedule A, p. 17 ¶g)

• There is no admission as to 

• The number of unidentified HCPs

• Their location

• The amount or year of their illegal dispensing

• Whether it affected any Claimant, let alone did so within the applicable statute 
of limitations

Count 1: Fraud on The DEA – 4th Admission by PPLP 
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• In Count 2, PPLP admitted that, from June 2009 to March 2017, it unlawfully offered 
“payments in the form of speakers fees and other payments (e.g., travel, lodging, 
consulting fees) to two HCPs with at least one purpose to induce those HCPs to 
write more prescriptions of Purdue opioid products, for which payment was made 
in whole or in part under a Federal healthcare program....”

(Purdue Plea Agmt., Schedule A, p. 17 ¶h)

• There is no suggestion that either HCP was deceived about the properties of 
Purdue’s products

• There is no admission that the payments actually affected the number of Purdue 
prescriptions the two HCPs wrote

• There is no suggestion that either HCP prescribed Purdue products to a patient 
for medically unnecessary reasons

Count 2: Payments to Two HCPs 
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• There is no admission that either HCP prescribed Purdue products to a patient 
who, as a consequence, suffered from abuse, addiction or death

• There is no admission as to the location of the two HCPs

• There is no admission that any Claimant was financially affected by any 
prescription written, given that the prescriptions were paid for “in whole or in 
part under a Federal healthcare program”— and there is no indication that any 
Claimant paid for any other portion

• There is no admission as to the year in which the improper payments were 
made or whether they—or any consequent prescriptions—occurred within the 
applicable statute of limitations 

Count 2: Payments to Two HCPs 
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• In Count 3, PPLP admitted that, effective March 1, 2016, it entered into a one-year 
contract with Practice Fusion — a cloud-based electronic health records platform 
— to run a Clinical Decision Support program on its platform to alert HCPs to 
conduct pain assessments and document pain treatment plans  

• PPLP admitted that “one purpose” of this was to increase Purdue’s opioid sales, 
“portions of which were paid for by federal health care programs, in violation of 
the Anti-Kickback Statute” (Purdue Plea Agmt., Schedule A, pp. 17-18 ¶¶m, o)

• There is no admission that any HCP was deceived by a Practice Fusion alert

• There is no admission that any prescription written as a result of a Practice 
Fusion alert wrote lacked a legitimate medical purpose

• There is no admission that any patient who received a prescription as a result of 
a Practice Fusion alert suffered from abuse, addiction or death

Count 3: Practice Fusion
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• There is no admission that any prescription written as a result of a Practice 
Fusion alert had any impact on any Claimant, given that some portion of the 
prescriptions “were paid for by Federal healthcare programs”
— and there is no indication that any Claimant paid for any other portion

Count 3: Practice Fusion
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Claimants’ Deceptive Marketing Claims
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Claimants’ Deceptive Marketing Claims against Purdue

NY AG FAC

• New York alleges 10 representative misrepresentations

• DOJ adopted none of them in its criminal and civil 
settlements with Purdue and the family

• None supports a claim against the Individuals

• There is no allegation the Individuals approved, 
directed or encouraged any of the alleged Purdue  
misrepresentations

• Substantial evidence establishes that the supposed 
misrepresentations are in fact true

• The Claimants and the federal government 
made many of the same representations
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Alleged Misrepresentation No. 1: 
Risk of Addiction from Chronic Opioid Therapy Is Low

118. According to the 2016 Centers for Disease Control and Prevention Guidelines for 
Prescribing Opioids for Chronic Pain (the “CDC Guideline”), which simply confirmed earlier 
scientific findings, up to 26% of people who are prescribed opioids becomes addicted. The rate is even 
worse—up to 40%—among chronic pain patients treated with the drugs.

119. To upend this hard reality, the Manufacturer Defendants turned to a one-paragraph 
letter to the editor from Dr. Hershel Jick and Jane Porter published in the New England Journal of 
Medicine (“NEJM”) in 1980 (the “Porter/Jick letter”), which concluded that “the development of 
addiction is rare in medical patients with no history of addiction.” . . . .

NY AG FAC, p. 32

1.   Misrepresentation #1: The Risk of Addiction from Chronic Opioid Therapy is Low

NY AG FAC ¶¶118-19
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FDA:  Medically-Managed Use of Opioids “Rarely Causes Addiction”

https://www.fda.gov/consumers/consumer-updates/guide-safe-use-pain-medicine
(last updated Feb. 9, 2009)

According to the National Institutes of Health, studies have shown 
that properly managed medical use of opioid analgesic compounds 
(taken exactly as prescribed) is safe, can manage pain effectively, and 
rarely causes addiction.
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New York Public Health Council in 1998:  
Medically-Managed Use of Opioids “Rarely Causes Addiction”

2/13/98 New York Public Health Council Report

“Unfortunately, the public does not understand that 
opioid addiction when treating bona fide pain is rare”

In 1998, the New York Public Health Council stated:
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Alleged Misrepresentation in 1998 Video

NY AG FAC ¶311

311. For example, in its 1998 promotional video, I Got My Life Back, Purdue claimed the rate
of addiction “is much less than 1%.” Purdue mailed thousands of doctors this promotional video,
where a physician asserts:

… Now, in fact, the rate of addiction amongst pain patients who are treated by doctors is much 
less than one percent. They don’t wear out, they go on working, they do not have serious medical
side effects.
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The New York Department of Public Health 
Was Saying Exactly the Same Thing at the Time

• New York Health Department Task Force on Life and the Law Report — on 
New York Health Department website since 1994:

https://www.health.ny.gov/regulations/task_force/reports_publications/when_death_is_sought/chap3.htm

• “Psychological dependence is extremely rare in patients receiving opioids or other medications for 
pain control.”

• “Studies also indicate that physicians and other health care professionals are excessively and 
unjustifiably concerned about the risk of addiction and respiratory depression, even though these 
responses to pain medication are extremely rare and can be prevented when treatment is appropriately 
monitored. In one study of 2,459 nurses, only 24.8 percent knew that the rate of psychological 
dependence in patients treated with narcotic drugs for pain is less than one percent.”
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This Alleged 1998 Misrepresentation Was Released in 2007

• 2007 Consent Judgments released these statements

2007 CT Complaint ¶37

37. Purdue sought to portray “addiction” to opioids as exceedingly rare. By way of 

example, Purdue’s videotape “From One Patient to Another,” advised patients that “Less 

than 1% of patients taking opioids actually become addicted. 
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This Alleged 1998 Misrepresentation Was Released in 2007

Massachusetts Medicaid Settlement ¶II.D 

• 2007 Medicaid settlements released these statements

D. The Commonwealth contends that it has certain civil claims against [Purdue] for, 

during the time period from 1995 through 2005, engaging in the following conduct with 

respect to the marketing of OxyContin (herein after the “Covered Conduct”): Specifically, 

the Commonwealth alleges that [Purdue] marketed OxyContin as less subject to abuse, 

illicit use and diversion and as less addictive and less likely to cause tolerance and 

withdrawal than other pain medications and that [Purdue] knew that these marketing claims 

were false and misleading, causing damage to the Medicaid Program.
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Alleged Misrepresentation No. 2: 
Signs of Addictive Behavior May Be “Pseudoaddiction”

2. Misrepresentation #2: Signs of Addictive Behavior are “Pseudoaddiction,” Potentially 
Requiring More Opioids

NY AG FAC, p. 34

326. For example, Purdue widely distributed an unbranded pamphlet developed as part of its “Partners
Against Pain” initiative, Clinical Issues in Opioid Prescribing, which urged doctors to look for symptoms of
“pseudoaddiction:”

[Pseudoaddiction is a] term which has been used to describe patient behaviors that may occur when pain is
undertreated. Patients with unrelieved pain may become focused on obtaining medications, may “clock watch,”
and may otherwise seem inappropriately “drug-seeking.” Even such behaviors as illicit drug use and deception
can occur in the patient’s efforts to obtain relief. Pseudoaddiction can be distinguished from true addiction in
that the behaviors resolve when the pain is effectively treated.

NY AG FAC ¶326

328. Purdue’s other widely-distributed materials similarly encouraged physicians to interpret signs of
addiction as under-treatment of pain and urged them to treat pain “aggressively” despite indications of addiction.
One pamphlet . . . claimed: “The term pseudoaddiction has emerged in the literature to describe the inaccurate
interpretation of [drug-seeking] behaviors in patients who have pain that has not been effectively treated.”

NY AG FAC ¶328
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Alleged Misrepresentation No. 2: 
Signs of Addictive Behavior May Be “Pseudoaddiction”

1.  The Federal Government Recognizes Pseudoaddiction

https://www.va.gov/painmanagement/docs/cpg_opioidtherapy_summary.pdf

VA/Dept. of Defense, Clinical Practice Guideline, 
Management of Opioid Therapy for Chronic Pain 13 (May 2010)
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Alleged Misrepresentation No. 2: 
Signs of Addictive Behavior May Be “Pseudoaddiction”

Preoccupation with achieving adequate pain relief can be appropriate behavior in a patient with poor pain 
control. Most chronic pain patients limit their intake of opioids to achieve a balance between the benefits of 
the drug and dose-limiting side effects. 

Preoccupation with achieving adequate pain relief can be appropriate behavior in a patient with poor pain 
control.

Preoccupation with achieving adequate pain relief can be appropriate behavior in a patient with poor pain 
control.

September 2018 OxyContin Label, p. 28, https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/022272s039lbl.pdf

April 2013 OxyContin Label, p. 18, (PPLPC003000060503)

1995 OxyContin Label, p. 2, (PDD150170001) 

2.  The FDA-Approved Label for OxyContin Describes Pseudoaddiction
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Alleged Misrepresentation No. 2: 
Signs of Addictive Behavior May Be “Pseudoaddiction”

Pseudoaddiction refers to pain relief seeking behavior of patients whose pain is poorly managed. It is 
considered an iatrogenic effect of ineffective pain management.  The health care provider must assess 
continuously the psychological and clinical condition of a pain patient in order to distinguish addiction 
from pseudoaddiction and thus, be able to treat the pain adequately.

June 2010 Percodan Label, p. 17, available at
https://www.accessdata.fda.gov/drugsatfda_docs/label/2004/07337slr029_percodan_lbl.pdf

3.  The FDA-Approved Label for Percodan Discusses Pseudoaddiction
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Alleged Misrepresentation No. 2: 
Signs of Addictive Behavior May Be “Pseudoaddiction”

● ¶15 of the Consent Judgments required that 
Purdue provide all HCPs educational information 
about detecting and preventing abuse and
diversion for 10 years (2007-2017)

● Purdue sent the materials to all Consent Judgment
States on August 6, 2007 to ensure their consent

(PPLPUCC004238887)

● The materials discussed pseudoaddiction at length
● Every state acquiesced — none objected  

4.  The States Approved Educating HCPs About Pseudoaddiction

Providing Relief, Preventing Abuse, PPLP003275282 at -288 
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Alleged Misrepresentation No. 2: 
Signs of Addictive Behavior May Be “Pseudoaddiction”

Green & Chambers, Pseudoaddiction: Fact or Fiction? An Investigation of 
the Medical Literature, CURRENT ADDICTION REPORTS at 310-317 (2015)

In a survey of medical literature, 224 papers were identified that 
discussed pseudoaddiction.  Only  4 contended that it “remains 
untested and uncharacterized as an objectively confirmable 
diagnosis” and 2 contended it was a “social rather than biological 
construct.”

Scientific consensus is represented by 218 articles 
accepting the concept, not 6 questioning it

5.  Scientific Literature Acknowledges Pseudoaddiction
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Alleged Misrepresentation No. 3: 
Risk of Addiction Can Be Easily Identified And Managed

126. While continuing to maintain that most patients are at low risk for addiction,

the Manufacturer Defendants asserted that for the susceptible few, HCPs could effectively 

identify and manage the risk. They promoted screening tools, like questionnaires, that try to 

identify patients with addiction risks (such as personal or family histories of substance use, 

mental illness, or trauma) to make HCPs feel like they knew which small number of patients 

they had to closely monitor, thereby making them more comfortable prescribing them to 

everyone else.

NY AG FAC ¶126

NY AG FAC, p. 36

3. Misrepresentation #3: The Risk of Addiction Can Be Easily 
Identified and Managed
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Alleged Misrepresentation No. 3: 
Risk of Addiction Can Be Easily Identified And Managed

127. One prominent KOL who received millions of dollars from the

Manufacturer Defendants, Dr. Lynn Webster developed the Opioid Risk Tool (“ORT”) screening 

test, a five-question self-reported patient questionnaire that the Manufacturer Defendants 

deceptively represented could accurately predict the risk of addiction.

NY AG FAC ¶127

318. For example, Purdue distributed APF’s Treatment Options guide, which as 

noted above, touted “opioid agreements.” Purdue’s detailers also provided New York 

prescribers a Partners Against Pain “Pain Management Kit” that contained several “drug abuse 

screening tools,” including the “Opioid Risk Tool.” Purdue actively disseminated these 

materials to misleadingly give providers a false sense of security that they could safely start a

course of opioids with patients and effectively manage those with a high risk of addiction

NY AG FAC ¶318
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Alleged Misrepresentation No. 3: 
Risk of Addiction Can Be Easily Identified And Managed

• NYAG attacks screening tools developed 
by the U.S. Government 

PARTNERS AGAINST PAIN, Pain Management Kit (2003) (PDD1501615472)
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Alleged Misrepresentation No. 3: 
Risk of Addiction Can Be Easily Identified And Managed

• ¶15 of the Consent Judgments required that 
Purdue provide all HCPs educational information 
about detecting and preventing abuse and
diversion for 10 years (2007-2017)

• Purdue sent the materials to all Consent Judgment
States on August 6, 2007 to ensure their consent

(PPLPUCC004238887)

• The materials recommended the CAGE questionnaire
• Every state acquiesced—none objected  

Providing Relief, Preventing Abuse, PPLP003275282 at -292 

• NYAG attacks advocating screening tools the States agreed that 
Purdue could use to educate HCPs — the CAGE questionnaire  
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Alleged Misrepresentation No. 3: 
Risk of Addiction Can Be Easily Identified And Managed

https://effectivehealthcare.ahrq.gov/sites/default/files/pdf/chronic-pain-opioid-treatment_research.pdf

• NYAG relies on one 2014 study to claim risk 
assessment tools are deceptive NY AG FAC ¶128 n.42

• The cited study did not determine that risk 
assessment tools were deceptive

• It reviewed 4 studies that “examined the 
accuracy of instruments for predicting risk of 
opioid overdose, addiction, abuse or misuse.”

• It concluded that “[e]vidence … remains limited 
on the utility of opioid risk assessment 
instruments”

See Roger Chou, et al., The Effectiveness and Risks of Long-Term Opioid Treatment of 
Chronic Pain, EVIDENCE REP./TECH. ASSESSMENT NO. 218, AGENCY FOR HEALTHCARE RESEARCH
AND QUALITY, DEP’T OF HEALTH AND HUMAN SERVS., at ES-12, ES-20, ES-25 (2014)
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Alleged Misrepresentation No. 4: 
Opioid Withdrawal Can Be Avoided by Tapering

129. In an effort to downplay the risk and impact of addiction, the

Manufacturer Defendants claimed that physical dependence is totally separate from

addiction, and that the symptoms of opioid withdrawal can be easily addressed by 

gradually tapering patients’ doses as they are taken off the drugs. But there was no 

scientific support for this claim, and tapering (essentially “cutting down,” but still using 

the same drug) has never been recommended or recognized by any legitimate medical or 

addiction professionals as a responsible or effective way to help those who have

developed an opiate use disorder overcome the physical consequences of withdrawal.

NY AG FAC ¶129

NY AG FAC, p. 37

4. Misrepresentation #4: Opioid Withdrawal Can Be Avoided by Tapering
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Tapering Is Identified As Useful to Avoid 
Precipitating Withdrawal on OxyContin’s FDA-Approved Label

… it may be appropriate to taper the OxyContin dose, rather than abruptly discontinue it, due to the risk of precipitating withdrawal 
symptoms… 

1995 OxyContin Label, p. 2, (PDD150170001)

Apr. 2013 OxyContin Label, p. 10, (PPLPC003000060503)

When discontinuing OxyContin, gradually taper the dose [see Dosage and Administration (2.4)]. Do not abruptly 
discontinue OxyContin.

Sept. 2018 OxyContin Label, p. 10, https://www.accessdata.fda.gov/drugsatfda_docs/label/2018/022272s039lbl.pdf

When the patient no longer requires therapy with OXYCONTIN, taper the dosage gradually, by 25% to 50% 
every 2 to 4 days, while monitoring for signs and symptoms of withdrawal. If a patient develops these signs or 
symptoms, raise the dose to the previous level and taper more slowly, either by increasing the interval between 
decreases, decreasing the amount of change in dose, or both. Do not abruptly discontinue OXYCONTIN [see 
Warnings and Precautions (5.14), Drug Abuse and Dependence (9.3)].
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Requires labeling to be “consistent with and not contrary to such approved and 
permitted labeling”

Federal Law Requires Drug Promotion 
Be Consistent with the FDA Label

Defines “labeling” to mean all materials “for use by medical practitioners … 
containing drug information … disseminated by or on behalf of [the] manufacturer”

Defines “labeling” to include all “written, printed, or graphic matter” that 
accompanies the drug

21 U.S.C. §321(m)

21 C.F.R. §202.1(l)(2)

21 C.F.R. §201.100(d)(1)
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Consent Judgments Permitted Marketing 
Consistent with the FDA-Approved Label

Kentucky Consent Judgment ¶23(d)

23. Nothing in this Judgment shall require Purdue to: … 

(d) refrain from making any written or oral promotional claim which 
is the same or substantially the same as the language permitted 
by FDA under the OxyContin Package Insert and which 
accurately portrays the data or other information referenced in 
the OxyContin Package Insert.
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Consent Judgments Barred Promotion 
Inconsistent with the FDA-Approved Label

3. In the promotion and marketing of OxyContin, Purdue shall not 
market or promote OxyContin in a manner that is, directly or indirectly, 
inconsistent with the “Indication and Usage” section of the Package 
Insert for OxyContin. . . .  

Kentucky Consent Judgment ¶3
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U.S. Government Still Recognizes Usefulness of Tapering

2020 FDA Letter to Senator Maggie Hassan:

• “[T]he HHS Guide for Clinicians on the Appropriate Dosage 
Reduction or Discontinuation of Long-Term Opioid 
Analgesics was published to further clarify the need to 
judiciously provide individualized therapy, including 
slow tapering of opioids ... as well as recognition that there 
may be some patients who are unable to taper or 
discontinue opioid analgesic therapy.”   (Pages 13-14)

https://www.hassan.senate.gov/imo/media/doc/FDA%20RESPONSE%20HASSAN%201.21.20.pdf 
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Alleged Misrepresentation No. 5: 
Opioid Doses Can Be Increased without Limit or Greater Risk

130. The Manufacturer Defendants instructed HCPs that they could safely 

increase patients’ opioid doses without risk in order to achieve pain relief, deceptively 

omitting warnings of known, increased adverse effects that occur at higher doses, and the 

spiral of problems caused by tolerance to the drugs.

NY AG FAC, p. 37

NY AG FAC ¶130

5. Misrepresentation #5: Opioid Doses Can Be Increased without 
Limits or Greater Risks
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Alleged Misrepresentation No. 5: 
Opioid Doses Can Be Increased without Limit or Greater Risk

Allegation: “No Ceiling” Statements Are Deceptive 

321. Once patients started on opioids, Purdue then pushed health care providers 
to increase the dosages prescribed while omitting the increased risk, particularly regarding 
overdoses. Purdue trained its detailers to reassure prescribers that there was no ceiling on the 
amount of OxyContin a patient could be prescribed, even though it was aware of studies in 
2010 and 2011 finding “dose-related overdose risk” in non-cancer patients on chronic opioid 
therapy.”

NY AG FAC ¶321



51

Alleged Misrepresentation No. 5: 
Opioid Doses Can Be Increased without Limit or Greater Risk

Allegation: Emphasizing Titration Is Deceptive

NY AG FAC ¶322

322. Purdue emphasized to its sales representatives the importance of 

increasing dosages (“titration”), and even provided a guide to help the sales force 

“practice verbalizing the titration message” to get patients on higher doses of opioids.
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The FDA-Approved OxyContin Label States There Is No Ceiling Effect

12.1 Mechanism of Action 
Oxycodone is a full opioid agonist and is relatively selective for the mu receptor, although 
it can bind to other opioid receptors at higher doses. The principal therapeutic action of 
oxycodone is analgesia. Like all full opioid agonists, there is no ceiling effect to analgesia 
for oxycodone. Clinically, dosage is titrated to provide adequate analgesia and may be 
limited by adverse reactions, including respiratory and CNS depression.

Oxycodone is a pure agonist opioid whose principal therapeutic action is 
analgesia. Other therapeutic effects of oxycodone include anxiolysis, euphoria 
and feelings of relaxation.  Like all pure opioid agonists, there is no ceiling effect 
to analgesia, such as is seen with partial agonists or non-opioid analgesics.

2016 OxyContin Label, p. 33, https://www.accessdata.fda.gov/drugsatfda_docs/label/2016/022272s034lbl.pdf  

1995 FDA-Approved OxyContin Label:

2016 FDA-Approved OxyContin Label:
1995 OxyContin Label, p. 1, (PDD150170001)  



53

FDA Has Consistently Reaffirmed 
There Is No Ceiling Effect Or Maximum Dose For Opioids

FDA Letter to AG Richard Blumenthal (Sept. 9, 2008)
FDA Docket No. FDA-2004-P-0294, at p. 7

FDA Docket No. FDA-2004-P-0294, at p. 7, available at 
https://www.purduepharma.com/wp-content/pdfs/fda_response_blumenthal_oxycontin.pdf

Opioids, including oxycodone, have no dose ceiling 
based on a plateau for efficiency.   Additionally, as patients 
develop tolerance, they are better able to tolerate the side effects 
of opioids.  Therefore, there is no maximum dose for opioids.
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FDA Rejected a Maximum Daily Dose for OxyContin in 2013

In 2013 Physicians for Responsible Opioid Prescribing 
(“PROP”) Petition asked the FDA to:

The FDA refused because:
… the scientific literature does not support establishing a maximum recommended 
daily dose of 100 mg MED.

Add a maximum daily dose, equivalent to 100 milligrams of morphine for non-
cancer pain . . . [because t]hree large observational studies published in 2010 and 
2011 found dose-related overdose risk in CNCP patients on [chronic opioid therapy].

9/10/13 2013 PROP Letter, pp. 1, 12, available at
http://paindr.com/wp-content/uploads/2013/09/FDA_CDER_Response_to_

Physicians_for_Responsible_Opioid_Prescribing_Partial_Petition_Approval_and_Denial.pdf
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FDA Still Rejects A Maximum Dose for Opioids 

2020 FDA Letter to Senator Maggie Hassan:

• “[T]he data do not suggest a threshold [dose] 
below which opioid use is ‘safe’ and above which 
it is ‘too risky.’” (Page 13)

https://www.hassan.senate.gov/imo/media/doc/FDA%20RESPONSE%20HASSAN%201.21.20.pdf 
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Individualized Titration As Optimal Way to 
Find Lowest Effective Dose Is Explained in the OxyContin Label

As with all opioids, the minimum effective plasma concentration tor analgesia will vary widely 
among patients, especially among patients who have been previously treated with potent 
agonist opioids. As a result, patients need to be treated with individualized titration of dosage 
to the desired effect. The minimum effective analgesic concentration of oxycodone for any 
individual patient may increase with repeated dosing due to an increase in pain and/or the 
development of tolerance.

Individually titrate OxyContin to a dose that provides adequate analgesia and minimizes 
adverse reactions. Continually reevaluate patients receiving OxyContin to assess the 
maintenance of pain control and the relative incidence of adverse reactions. During chronic 
therapy, especially for non-cancer-related pain (or pain associated with other terminal 
illnesses), periodically reassess the continued need for the use of opioid analgesics.

1995 OxyContin Label:

2013 OxyContin Label:
1995 OxyContin Label, p. 1, (PDD150170001)  

April 2013 OxyContin Label, p. 7, (PPLPC003000060503)  
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Individualized Titration As Optimal Way to 
Find Lowest Effective Dose Is Explained in the OxyContin Label

FDA Briefing Book for June 11-12, 2019 Joint Meeting of 
the Drug Safety and Risk Mgmt. Advisory Comm. and 
Anesthetic and Analgesic Drug Products Advisory Comm.:

• “With the consideration of individual variability, the 
clinician may individually titrate the [opioid] to a dose 
that provides adequate analgesia and minimizes 
adverse reactions based on the patient’s response.” 
(Page 14)

• “The general approach is to initiate opioid treatment 
with a low dose and individually titrate to a tolerable 
dose that provides adequate analgesia.’” (Page 14)

https://www.fda.gov/media/127780/download



58

Alleged Misrepresentation No. 6: 
Long-Term Opioid Use Improves Functioning

6.      Misrepresentation #6: Long-Term Opioid Use Improves Functioning

NY AG FAC, p. 38

301. For example, call notes from 2006 reflect that sales representatives 
repeatedly used a Purdue-sponsored 2000 article by Sanford H. Roth, M.D. to promote 
its opioids for improved quality of life, with call notes saying: “we talked about the 
benefits of long acting opioids for qol,” “we discussed roth and how oxycontin was 
effective on improving patients qol,” and “improve quality of life and rehabilitation 
takes less time with q12 doisng [sic]. Similarly, a 2008 call note reflects the detailer’s 
follow up topic with a provider is to “continue to discuss where oxcontin [sic] might be 
more beneficial and help with a patients qol over an immediate release opioid.”.

NY AG FAC ¶301

• Purdue expressly prohibited quality of life claims 



59

Purdue Expressly Prohibited Quality of Life Claims

2/27/12 SOP for Analgesic Sales Force, p. 14 (PPLPC014000164042); 4/20/2012 Product Promotional Guidelines, p. 13 (PPLP003517436)

Quality of  Life and Convenience Claims
Quality of life and convenience claims may be explicit or implied; both are to be avoided.  All 
claims must be consistent with product labeling and Company Approved Material.  As Purdue has 
no clinical studies or other substantial evidence demonstrating that a Purdue Product will improve 
the quality of a person’s life or that taking a Purdue Product is more convenient than an alternative 
product, such claims cannot be made.  Likewise, it is impermissible to ask a question of the 
customer that causes him/her to make a quality of life conclusion about a Purdue product.

5.0 TOPICS PRECLUDED FROM PROMOTION
The following topics are specifically excluded from promotional materials at this time.

• Efficacy claims or representations that suggest or imply that OxyContin is indicated for acute or 
mild chronic pain (or any other type of pain beyond moderate to severe chronic pain), pediatric 
patients, or pregnant women.

• Comparative efficacy or safety claims (e.g., “like all opioids…”, “more effective than…”).
• Any claim that suggests or implies that OxyContin can be used in pediatric patients.
• Pharmacoeconomic (PE) claims are not substantiated by competent and reliable scientific studies.
• Quality of Life (QoL) claims (e.g., improvements in functionality or sleep), including visual 

representations or pictorials that are not substantiated by patient reported outcomes (PROs) 
validated tools.
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Purdue Retrained Or Disciplined Employees 
Who Made Quality of Life Claims

2. Call Note Reviews: Litigation Support is thru July on key word searches; they are
working to catch up on call note searches. Biggest issue = sleep and quality of life claims
    we trained on this issue in April and again in June 2009. This issue seems to be focused 
particularly in February timeframe.

Going forward, we will get reports on a monthly basis per Bert's agreement 
with Mike Panagrossi.

10/28/09 Sales and Marketing Compliance Committee Agenda, p. 2 (PPLP004436174)
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Board Was Informed Compliance Department 
Monitored And Remediated Quality of Life Claims

While there are compliance matters detected, investigated, and remediated 
on an ongoing basis, there have been no significant compliance matters to 
report. As a result of monitoring and rapid completion of current field sales call 
notes, we look to address compliance issues before they develop into serious 
concerns; e.g., pro-active discussions of OxyContin reformulation, quality of 
life and implied superiority claims; speaker programs are a significant risk and 
monitoring forms for each program is an important compliance requirement; 
likewise district manager completion of a minimum of  two-days of ride-alongs 
and Field Contact Reports each quarter.

May 2013 Board Report, p. 52 (PPLP004367540)
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FDA Has Always Approved Long-Term Use of OxyContin 

2020 FDA Letter to Senator Maggie Hassan:

• “Chronic or long-term use (in appropriate situations), 
with no maximum duration, was always part of the 
approved use of OxyContin.’” (Page 4)

https://www.hassan.senate.gov/imo/media/doc/FDA%20RESPONSE%20HASSAN%201.21.20.pdf 
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Alleged Misrepresentation No. 7: 
Alternative Forms of Pain Relief Pose Greater Risks Than Opioids

NY AG FAC, p. 41

296. Purdue deceptively highlighted the risks of high doses of acetaminophen and 
NSAIDs by marketing that opioids, unlike those medications, have “no ceiling dose” and are 
thus safer pain management options.

297. Directly and through its various Front Groups, Purdue promoted the message 
that NSAIDs and Tylenol have “life-threatening” side effects, while opioids are “the gold 
standard of pain medications.” For example, Purdue sponsored a nationally-available CME,
edited in part by KOL Dr. Russell Portenoy, that deceptively instructed physicians that NSAIDs
and other drugs, but not opioids, are unsafe at high doses.

NY AG FAC ¶¶296-97

7. Misrepresentation #7: Alternative Forms of Pain Relief Pose 
Greater Risks than Opioids

• Purdue expressly prohibited quality of life claims 
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Purdue Prohibited Comparative Claims

Statements cannot represent or suggest that a drug is safer/more effective (or make 
any other sort of comparative claim) unless there is substantial evidence/clinical 
trials supporting the statement —We have no drugs that satisfy this standard

Be careful not to IMPLY superiority in your discussions with HCPs

What If It Is the HCP Who Is Making These Statements?  . . .  When this happens, what should 
you do? . . .  There are circumstances where it is necessary to respond to the HCP's statement 
(e.g., when failure to do so might leave a misimpression about our products

10/11 Guidelines on Product Promotion: Comparative Claims Workshop (PPLP003439475)
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Purdue Prohibited Comparative Claims

Product Promotional Guidelines (Apr. 20, 2012):

• “Care should be taken to avoid any comparative 
claims to other productions or classes of 
drugs.” (Page 4)

***

“5.0    TOPICS PRECLUDED FROM PROMOTION”

• “Comparative efficacy or safety claims” (Page 13)

4/20/2012 Product Promotional Guidelines, 
pp. 4, 13 (PPLP003517436)
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Board Was Advised Comparative Claims 
Were Monitored And Remediated

o Routine review of call notes revealed references that suggested potential comparative claims of 
superiority of Purdue products relative to competitors. Compliance conducted a broader review 
of all call notes entered after training on comparative claims in June 2009.  A total of 75 
potentially problematic notes were identified. Interviews were held with responsible sales 
representatives, and district managers who had reviewed, but not commented on those call 
notes.

o Follow up discipline included: termination of one representative for multiple compliance 
violations, probation for a second representative, and written warning letters for an 
additional 16 representatives. One manager received a written warning letter, and a second was 
provided with verbal coaching.

o Additional procedures have been put in place, to ensure that any training on promotional 
issues that a representative misses will be provided when the representative returns from leave 
(or joins the company if a new employee).

3Q2010 Quarterly Compliance Report at slide 31 (PPLP004405460, -490)
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Alleged Misrepresentation No. 8: 
Extended-Release Drugs Provide 12 Or More Hours of Pain Relief

8. Misrepresentation #8: Extended-Release Drugs Provide Twelve or More Hours of Pain Relief

NY AG FAC, p. 43

146. The Manufacturer Defendants misled doctors and patients about the original selling point 
of their “revolutionary” extended-release (“ER”) opioids, making the knowingly false claim that such drugs 
would provide 12 or more hours of pain relief for most patients. This claim provided the basis for the
Manufacturer Defendants’ patents and their efforts to differentiate themselves from competitors, and
facilitated their false claims that ER drugs have a more even, stable release mechanism that avoids peaks and
valleys, and therefore the rush that fosters misuse and addiction.

147. The active ingredient in the Manufacturer Defendants’ ER opioids does not enter the body
at a linear rate. OxyContin, for example, works by releasing a greater proportion of oxycodone into the body
upon administration, and the release gradually tapers. The reduced release of the drug over time means that
the oxycodone no longer provides the same level of pain relief. As a result, in many patients, OxyContin does 
not last for the twelve hours promised. …

NY AG FAC p.43, ¶¶146-47
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The FDA Approved OxyContin As A 12-Hour Drug

FDA-approved label:

2.2 Initiating Therapy with OxyContin

* * *

Experience indicates a reasonable starting dose of OxyContin for patients who 
are taking non-opioid analgesics and require continuous around-the-clock 
therapy for an extended period of time is 10 mg every 12 hours. Individually 
titrate OxyContin to a dose that provides adequate analgesia and minimizes 
adverse reactions while maintaining an every-twelve-hour dosing regimen.

2010 OxyContin Label, p. 5,
https://www.accessdata.fda.gov/drugsatfda_docs/label/2010/022272s006lbl.pdf.

Purdue is therefore required to market OxyContin as a 
12-hour drug           (21 C.F.R. §201.100(d)(1); Consent Judgments ¶3)
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FDA Found Dosing OxyContin More Often 
Than 12 Hours Was Not Associated with Adverse Events

FDA Letter to AG Richard Blumenthal (Sept. 9, 2008)
FDA Docket No. FDA-2004-P-0294, at p. 16

FDA Docket No. FDA-2004-P-0294, at p. 16, available at available at 
https://www.purduepharma.com/wp-content/pdfs/fda_response_blumenthal_oxycontin.pdf; 

see also id. at p.18

[O]ur analysis of safety data found no correlation 
between prescribing OxyContin at intervals shorter than 
q12h and the occurrence of adverse events.
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1998 Dosing Misrepresentations Are 23 Years’ Old and Released

• NY AG’s only example of Purdue overstating the dosing period is a graph from a 
1998 training manual

• Purdue publicly admitted those graphs were deceptive when it pled guilty in 2007
• No evidence of post-2007 repetition

NY AG FAC, p. 85 Agreed Statement of Facts ¶¶25, 26, United States v. Purdue 
Frederick Co., No. 1:07-cr-29 (JPJ) (W.D. Va. May 10, 2007)
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Alleged Misrepresentation No. 9: 
OxyContin’s 2010 Reformulation Successfully Deters Abuse

9. Misrepresentation #9: Newly-Developed but More Expensive 
Formulations of Opioids Successfully Deter Abuse

NY AG FAC p. 44

NY AG FAC, p. 43

153. The Manufacturer Defendants marketed “abuse-deterrent formulation” (“ADF”)
opioids—whether or not they had FDA approval to do so—as safer to prescribe then traditional
opioids. Their false and misleading marketing of the benefits of ADF opioids falsely reassured
prescribers that prescribing such opioids was not risky, thereby exacerbating the opioid epidemic.

NY AG FAC ¶153  
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Alleged Misrepresentation No. 9: 
OxyContin’s 2010 Reformulation Successfully Deters Abuse

The FDA has determined that the reformulated product has abuse deterrent 
properties. The tablet is more difficult to crush, break, or dissolve. It also forms a 
viscous hydrogel and cannot be easily prepared for injection.

https://web.archive.org/web/20130419012709/http://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm348252.htm

1. The only alleged misrepresentation is the abuse-
deterrent language on the FDA-approved label

2. FDA determined reformulated OxyContin has abuse 
deterrent properties

April 16, 2013 FDA Press Release
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Evidence Establishes That Abuse-Deterrent 
OxyContin Succeeded in Reducing Abuse

PPLP004409195 (Nov. 3, 2012 
Purdue Presentation to 

Beneficiaries)
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Evidence Establishes That Abuse-Deterrent 
OxyContin Succeeded in Reducing Abuse

PPLPC044000041897, -961  
(Mar. 21, 2013 Presentation 

to Board)
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Evidence Establishes That Abuse-Deterrent 
OxyContin Succeeded in Reducing Abuse

PPLPC044000041897, -962  
(Mar. 21, 2013 Presentation 

to Board)
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Evidence Establishes That Abuse-Deterrent 
OxyContin Succeeded in Reducing Abuse

PPLPC044000041968  
(Mar. 21, 2013 

Presentation to Board)
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Evidence Establishes That Abuse-Deterrent 
OxyContin Succeeded in Reducing Abuse

PPLP004409860  (July 25, 
2013 Presentation to Board)
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FDA Still Encourages Development of Abuse-Deterrent Opioids

https://www.fda.gov/drugs/postmarket-drug-safety-information-patients-and-providers/abuse-deterrent-opioid-analgesics

The FDA is encouraging the development of prescription opioids with abuse-
deterrent formulations (ADFs) to help combat the opioid crisis.  The agency 
recognizes that abuse deterrent opioids are not abuse- or addiction-proof but 
are a step toward products that may help reduce abuse.
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DEA Praised Abuse-Deterrent OxyContin, Encouraged Emulation

Joseph Rannazzisi, DEA: Okay, the new OxyContin delivery system, the OP product, is indeed very 
difficult - it's almost impossible to crush. It's very difficult to extract the drug from the delivery system. 
And Purdue did do us a major favor because the old product was very easy to circumvent. And you 
could dump the dose out fairly quickly and that's why we had so many overdoses. The key is that to 
circumvent the delivery system, you're generally trying to inject it or snort it. And with the new 
delivery system it's very difficult to do that because it gels up and balls up, so you can't do it. I think 
that if people would adopt this new delivery system, if it be made available to other manufacturers or 
other manufacturers could create a delivery system like this, we would see a decrease - I believe - in 
the amount of overdoses. That's not to say it's not going to be abused. But what we're seeing with the 
OP product is they're just either using an agent to intensify the product, something like Flexeril or 
Soma, Carisoprodol or one of those drugs and it basically has a synergistic effect when you take the 
drug. But for the most part, I think that if we had more companies go to this delivery system that will 
not allow it to be crushed, or for injection or for snorting; it will save lives. And my hat's off to Purdue 
for doing that because they did see their issue and they did make a change in that delivery system 
which was very good.

Quote from Jose Rannazzisi, former head of the DEA's Office of Diversion 
Control, at the National Association of Attorneys General in 2013:

9/17/13 J. Rannazzisi, DEA (Presidential Initiative Current Issues In Drug Abuse Panel) (PPLPC018000884102)
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Connecticut Governor Praised Abuse-Deterrent 
OxyContin, Encouraged Emulation

I write because one of the steps that can help to reduce prescription drug abuse can only 
come from the FDA. Your office is reviewing new safeguards for opioid products, 
including tamper-resistant and abuse-deterrent dosage forms of opioid prescription drug 
products. While only limited studies on abuse-deterrent drugs are available and originate 
with Purdue Pharma, a company that has a financial interest in the FDA's decision, I 
encourage the FDA to consider seriously the public health and safety benefits of abuse 
deterrent formulations of opioids. These studies make a strong case that certain abuse-
deterrent features make it harder to abuse OxyContin. If the same is true with respect to 
other long acting opioids, transitioning to abuse-deterrent formulations can discourage 
the abuse of extended release opioid prescription drugs while still making opioid drugs 
available to the patients who need them.

2/27/13 Letter from D. Malloy (PPLPC020000776814)
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42 State AGs Encouraged Abuse-Deterrent Formulations

The State Attorneys General want to thank you for your recent efforts to 
ensure branded opioid drugs have abuse-deterrent formulations. But we 
must go further. Ensuring generic opioids, like their branded 
counterparts, have abuse-deterrent properties is a commonsense 
improvement that provides yet another important tool in the fight 
against our nation’s prescription drug epidemic. 

12/16/13 Letter from AGs to FDA (PPLPC046000057423)
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12/16/13 Letter from AGs to FDA 
(PPLPC046000057423)

42 State AGs Encouraged Abuse-Deterrent Formulations
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FDA-Approved Label for Abuse-Deterrent OxyContin 
Discloses Continuing Risk of Addiction And Abuse

WARNING: ABUSE POTENTIAL, LIFE-THREATENING
RESPIRATORY DEPRESSION, and ACCIDENTAL EXPOSURE

See full prescribing information for complete boxed warning.
• OxyContin contains oxycodone, a Schedule II controlled substance. Monitor for signs of misuse, abuse, 
and addiction during OxyContin therapy (5.1, 9).
• Fatal respiratory depression may occur, with highest risk at initiation and with dose increases. Instruct 
patients on proper administration of OxyContin tablets to reduce the risk (5.2).
• Accidental ingestion of OxyContin can result in fatal overdose of oxycodone, especially in children (5.3).

Abuse Deterrence Studies
* * *
In Vitro Testing
Results support that, relative to original OxyContin, there is an increase in the ability of OxyContin to resist crushing, 
breaking, and dissolution using a variety of tools and solvents. The results of these studies also support this finding for 
OxyContin relative to an immediate-release oxycodone.

Apr. 2013 OxyContin Label, pp. 1, 18-19, (PPLPC003000060503)
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FDA-Approved Label for Abuse-Deterrent OxyContin 
Discloses Continuing Risk of Addiction And Abuse

Summary

The in vitro data demonstrate that OXYCONTIN has physicochemical properties expected to make abuse via 
injection difficult. The data from the clinical study, along with support from the in vitro data, also indicate that 
OXYCONTIN has physicochemical properties that are expected to reduce abuse via the intranasal route. 
However, abuse of OXYCONTIN by these routes, as well as by the oral route, is still possible.

5.1 Abuse Potential

OxyContin contains oxycodone, an opioid agonist and a Schedule II controlled substance. Oxycodone can be 
abused in a manner similar to other opioid agonists legal or illicit. Opioid agonists are sought by drug abusers 
and people with addiction disorders and are subject to criminal diversion. Consider these risks when prescribing 
or dispensing OxyContin in situations where there is concern about increased risks of misuse, abuse, or 
diversion. Concerns about abuse, addiction, and diversion should not, however, prevent the proper management 
of pain.

* * *

Misuse or abuse of OxyContin by crushing, chewing, snorting, or injecting the dissolved product will result in 
the uncontrolled delivery of the opioid and pose a significant risk that could result in overdose and death [see 
Drug Abuse and Dependence (9) and Overdosage (10)].

Contact local state professional licensing board or state controlled substances authority for information on how 
to prevent and detect abuse or diversion of this product.

Apr. 2013 OxyContin Label, p. 7, 21, (PPLPC003000060503)
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Alleged Misrepresentation No. 10: The Manufacturer Defendants 
Worked Diligently to Detect And Prevent Diversion of Opioids

154. After the diversion of opioids increased dramatically in the 2000’s, each of the 
Manufacturer Defendants extensively advertised their efforts to monitor and report abuse and diversion 
of their products, to convey that they were socially responsible companies. These communications, 
designed to create a false sense of security, were misleading because, as explained below, none of the 
Manufacturer Defendants had an effective suspicious order monitoring program, as required by law.

1. Irrelevant: No marketing based on anti-diversion 
initiatives

2. Purdue spent hundreds of millions of dollars on 
anti-diversion initiatives
https://www.purduepharma.com/addressing-the-crisis/select-initiatives/

10. Misrepresentation #10: The Manufacturer Defendants Worked 
Diligently to Detect and Prevent Diversion of Opioids

NY AG FAC p. 45

NY AG FAC ¶154  
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Purdue Spent Hundreds of Millions of
Dollars on Anti-Diversion Initiatives

86
THIS PRESENTATION CONTAINS CONFIDENTIAL / HIGHLY CONFIDENTIAL MATERIAL SUBJECT TO PROTECTIVE ORDER AND FEDERAL RULE OF EVIDENCE 408

Previously available at https://www.purdueopioidinfo.com/app/uploads/2019/05/purdue-80-actions-taken-timeline-10.pdf
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Vice President Biden Praised Purdue for 
Its Leadership on Anti-Abuse Efforts

…[t]he sales reps did not tell doctors in Massachusetts that savings cards led 

patients to stay on opioids longer than sixty days … 

I heard from Burt Rosen earlier this month that Purdue Pharma, L.P., has 
offered a $1 million grant to support a prescription drug monitoring 
program in Florida.

As you know, I have been working to reduce the abuse of prescription 
drugs, and your leadership on this issue is greatly appreciated. I hope 
more of your colleagues also step up to the plate, and I hope you will let 
me know what I can do to help.

3/28/11 Letter from Joe Biden, Vice President of the Untied States, to John H. Stewart, Pres., Purdue Pharma L.P. (PPLPC018000504018) 
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Allegation: Savings Cards Deceptively 
Kept Patients on Opioids Longer

Massachusetts AG Complaint ¶ 420:

420. Staff also told the Sacklers that analysis conducted in July 

2013 showed that opioid savings cards earned the Sacklers more money by 

keeping patients on opioids longer; specifically, more patients stayed on 

OxyContin longer than 60 days. Staff reported to the Sacklers that Purdue was 

pushing opioid savings cards in sales rep visits, through email to tens of 

thousands of health care providers, and online. In Massachusetts during 2013, 

sales reps reported to Purdue that they promoted opioid savings cards to 

prescribers more than a thousand times. The sales reps did not tell doctors in 

Massachusetts that savings cards led patients to stay on opioids longer than 60 

days, or that staying on opioids longer increased the risk of addiction and death.

MA AG FAC ¶420
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Savings Cards Carried OxyContin’s Black Box Warning 

Board Presentation, p. 14 (depicting savings cards) (PPLPC012000235543)
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Savings Cards Could Be Used Only With A Prescription

• To receive your savings, give the attached Savings Card along 
with a valid prescription for OxyContin® Tablets to your retail 
pharmacist. 

• You can use this Savings Card with every prescription for 
OxyContin® Tablets during the program period (offer expires 
12/31/2009), so remember to retain your card for future 
savings. Cards are good only with valid prescription for 
OxyContin® Tablets and cannot be used more than once per 
seven day period. 

• There is nothing deceptive about a savings card

Board Presentation, p. 14 (depicting savings cards) (PPLPC012000235543)
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Preemption
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State law is preempted if:

1. It is impossible to comply with both state and federal law 
(“Impossibility Preemption”)

Merck Sharp & Dohme Corp. v. Albrecht, 139 S. Ct. 1668, 1678–79 (2019) 
(state law failure to warn claims might be preempted if the FDA would have rejected the proposed warnings)

2. It conflicts with the federal regulatory scheme created by Congress 
(“Conflict Preemption”)

Buckman Co. v. Plaintiffs’ Legal Comm., 531 U.S. 341, 350–51 (2001) 
(state law claims that defendant committed fraud on the FDA were preempted)

3. It “stands as an obstacle to the accomplishment and execution of the full 
purposes and objectives of Congress,” or otherwise conflicts with federal law 
(“Obstacle Preemption”)

Hines v. Davidowitz, 312 U.S. 52, 67 (1941)

The Three Preemption Doctrines
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Requires labeling to be “consistent with and not contrary to such 
approved and permitted labeling”

Federal Law Requires Drug Promotion Be Consistent with the 
FDA-Approved Label

Defines “labeling” to mean all materials “for use by medical practitioners … 
containing drug information … disseminated by ... [the] manufacturer”

Defines “labeling” to include all “written, printed, or graphic matter” 
that accompanies the drug

21 U.S.C. §321(m)

21 C.F.R. §202.1(l)(2)

21 C.F.R. §201.100(d)(1)
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Many Alleged Misrepresentations Are Consistent with the Label and 
Preempted — Impossibility Preemption 

ALLEGATION CORRESPONDING LABEL PROVISION

“No ceiling” 
NY AG FAC ¶¶321, 322

“Like all full opioid agonists, there is no ceiling effect to 
analgesia for oxycodone.”
October 2019 OxyContin Label, p. 35, 
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/022272s043lbl.pdf

“Tapering . . . has never been 
recommended or recognized by 
any legitimate medical or 
addiction professionals” 
NY AG FAC ¶129

“When discontinuing OxyContin, gradually taper the 
dosage ….” 
October 2019 OxyContin Label, p. 33, 
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/022272s043lbl.pdf

“Signs of Addictive Behavior are 
Pseudoaddiction” 
NY AG FAC p. 34

“Preoccupation with achieving adequate pain relief can be 
appropriate behavior in a patient with poor pain control.”
October 2019 OxyContin Label, p. 29,
https://www.accessdata.fda.gov/drugsatfda_docs/label/2019/022272s043lbl.pdf

The equivalent of the above appear in earlier labels
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Claimants’ Claims That Purdue Should Have Added Warnings Rejected 
By The FDA Are Preempted — Impossibility Preemption

Merck Sharp & Dohme Corp. v. Albrecht, 
139 S. Ct. 1668, 1678–79 (2019)

State law failure to warn claims would be preempted if the FDA would have rejected the 
proposed warnings.

In re Celexa & Lexapro Mktg. & Sales Practices Litig.,
779 F.3d 34, 43 (1st Cir. 2015)

Preemption where alleged omission “was known to the FDA at the time of the approval.”

Maze v. Bayer Healthcare Pharm. Inc., 
2019 WL 1062387, at *3 (E.D. Tenn. Mar. 6, 2019)

“[T]o impose state-law tort liability based on information known to the FDA at the time of 
approval is strictly prohibited under the Supremacy Clause and Wyeth.”

State law failure to warn claims are preempted if (1) they are based on 
information known by the FDA at the time of approval, or (2) the FDA would 
have rejected the warning 
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In 2013, The FDA Expressly Rejected Warnings Claimants Seek

In 2013, FDA rejected PROP’s request to impose a 
maximum dose or limit the duration of treatment

FDA agrees that adverse events and substance abuse of opioids occur at high doses-but adverse events can also occur at 
doses less than 100 mg MED. FDA also acknowledges that the available data do suggest a relationship between increasing 
opioid dose and risk of certain adverse events. However, the available information does not demonstrate that the 
relationship is necessarily a causal one. FDA has reviewed the studies cited in support of PROP’s request, as well as studies 
cited in comments to the Petition docket and other studies described in the literature. For the reasons discussed in further 
detail below, the scientific literature does not support establishing a maximum recommended daily dose of 100 mg MED. 
Further, creating a maximum dose of 100 mg MED, or another dose ceiling, could imply a superior opioid safety profile 
under that set threshold, when there are no data to support such a conclusion. The Agency therefore denies PROP's request 
that opioid labeling specify a maximum daily dose.

The Petition also asserts that "[r]ecent surveys using [Diagnostic and Statistical Manual of Mental Disorders] DSM criteria 
found high rates of addiction in [chronic non-cancer pain] patients receiving [chronic opioid therapy]" (Petition at 2). FDA 
agrees with this assertion. However, the cited surveys did not suggest that chronic opioid therapy causes addiction, or vice 
versa. Both addiction and chronic opioid therapy were measured at one, point in time, so it is unknown which happened 
first: addiction or chronic opioid therapy.

9/10/13 2013 PROP Letter, pp. 12, 16, available at
http://paindr.com/wp-content/uploads/2013/09/FDA_CDER_Response_to_

Physicians_for_Responsible_Opioid_Prescribing_Partial_Petition_Approval_and_Denial.pdf
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FDA Implicitly Rejected Many Studies Claimants Rely on When It 
Approved the Reformulated OxyContin Label in 2010

• Purdue could not unilaterally change label to address studies available to the 
FDA when the label was approved 

• Most studies cited in the complaints were available when the FDA approved 
the reformulated OxyContin label in 2010

Only “newly acquired information” showing a “causal” relationship between the drug 
and a “clinically significant hazard” could justify a unilateral change.  Which FDA can 
still reject.

21 C.F.R. §201.57(c)(6) and 21 C.F.R. §314.70(c)(6)
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FDA Implicitly Rejected Many Studies Claimants Rely on When It 
Approved the Reformulated OxyContin Label in 2010

Examples of old studies Claimants’ failure-to-warn claims rely on:

• 2008: Jeffrey Dersh et al., Prescription Opioid Dependence is Associated with Poorer Outcomes 
in Disabling Spinal Disorders, 33 SPINE 2219, 2219-27 (2008)

• 2002: Thomas R. Kosten & Tony P. George, The Neurobiology of Opioid Dependence: 
Implications for Treatment, 1 SCI. & PRAC. PERSPS. 13, 13-20 (July 2002)

• 2009: Caleb Banta-Green et al., Opioid Use Behaviors, Mental Health and Pain—Development 
of a Typology of Chronic Pain Patients, 104 DRUG ALCOHOL DEPENDENCE 34, 34-42 (2009).
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Claimants’ Fraud-on-the-FDA Claims Are Preempted
— Conflict Preemption

• Under Buckman v. Plaintiffs’ Legal Committee, 531 U.S. 341, 350–51 (2001), a claim 
that the FDA should not have approved a drug or medical device for 
a particular use or indication is preempted as a fraud-on-the-FDA claim.

• The FDA approved OxyContin for 12 hour dosing.

• It adhered to that decision in response to Connecticut AG’s citizens petition.

• Claimants’ claims that OxyContin should not have been approved for 12 hour dosing 
are essentially fraud-on-the-FDA claims and are therefore preempted.

Claimants’ claims that the FDA should never have approved OxyContin for 
12 hour dosing are fraud-on-the-FDA claims and are preempted

Buckman Co. v. Plaintiffs' Legal Comm., 
531 U.S. 341, 350–51 (2001)
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Claimants’ Claims That Science Approved by the FDA Is False Are 
Preempted — Obstacle Preemption

Wyeth v. Levine, 555 U.S. 555 (2009), and Merck Sharp & Dohme Corp. v. Albrecht, 139 S. 
Ct. 1668 (2019), address ways in which state and federal laws can be complementary.

• But they are limited to “failure to warn claims” which complement the FDA’s labelling 
requirements.

State law cannot conflict with federal law.

• A state law claim is preempted if it will “frustrate the achievement of congressional objectives.”  
Levine, 555 U.S. at 581. 

• State law is preempted if it “stands as an obstacle to the accomplishment and execution of the 
full purposes and objectives of Congress.”  Hines v. Davidowitz, 312 U.S. 52, 67 (1941).

Merck Sharp & Dohme Corp. v. Albrecht, 
139 S. Ct. 1668 (2019)

Wyeth v. Levine, 
555 U.S. 555 (2009)
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Claimants’ Claims That Science Approved by the FDA Is False Are 
Preempted — Obstacle Preemption

• Some of Claimants’ claims pit federal and state law against each other:
• To prevail, Claimants must show that a statement that the federal regulator said is 

true and must appear on the label is in fact false. For example:
• The FDA label says that, as a scientific fact, OxyContin has no ceiling dose.  

• The NY AG’s claim that, under state law, this statement is “false[]” is 
therefore preempted.  See NY AG FAC ¶190.

• The FDA label says that drug-seeking behavior may not be a sign of addiction. 
• The NY AG’s claim that under state law it is false to say that drug seeking 

behavior may not be a sign of addiction is preempted.  See NY AG FAC 
¶¶325-29.

Those claims pose an obstacle to the federal scheme and are preempted.
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