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February 1, 2001 Email

Sent: Thursday, February 01, 2001 11 :57 PM
To:
Subject: FW: Unique Valentine gift ideas from

Dear

Thank you so much for your analysis and support. | agree 100%. But we will have to mobilize the millions that have
serious pain and need our product. This we will try to do.

Meanwhile, we have to hammer on the abusers in every way possible. They are the culprits and the problem. They
are reckless criminals.

Richard S. Sackler, M.D.

President, Purdue Pharma, L.P.

Laptop 2000 machine

One Stamford Forum

Stamford, CT 06901

Telephone

Internet

Intranet http://library.pharma.com/directory/
Located in Connecticut

—

2/1/01 ‘Emall rfrrom R. Sackler (PDD8801133516) '




Chronic Pain Was The Public Health Concern

i
£ GAO

Accountability * Integrity * Reliability

United States General Accounting Office
Washington, DC 20548

|

December 23, 2003

Since 1986, the World Health Organization (WHO) and
others have reported that inadequate treatment of cancer and
noncancer pain is a serious public health concern.

|

—

12/23/03 GAO Report (PDD8013180640) n



Chronic Pain Was The Public Health Concern

& 21 Health Organizations

Undertreatment of pain is a serious Pain is a sianificant national health The undertreatment of pain is recognized
problem in the United States, including ain Is a signiticant national hea as a serious public health problem that

pain among patients with chronic HEBRIEN .. costing the American public results in a decrease in patients’ functional
conditions and those who are critically il more than $100 billion each year. i i

y status and quality of life...
or near death.

L _|

— E———
A Joint Statement from 21 Health Organizations and the Drug National Institute of Health, New Federation of State Medical Boards of the United States,
Enforcement Administration, Promoting Pain Relief and Preventing Directions in Pain Research (1998) Inc., Model Policy for the Use of Controlled Substances for

Abuse of Pain Medication: A Critical Balancing Act (2001) the Treatment of Pain (May 2004) l



Chronic Pain Was The Public Health Concern

STATE OF NEW YORK

{ sk Pupwic Heaurn Couneit

. Breaking Down the Barriers
to Effective Pain Management

ALEANY, MY, 12237

Recommendations to Improve the Assessment
and Treatment of Pain in New York State

February 13, 1998

“New York’s residents have a right to adequate pain management”

“New York’s residents currently experience needless pain due to
lack of or inadequate treatment”

Beport i the Commissioner of Health
Barbara A DeBaons, WD MEH.
T the New York Stae Public Heaith Coun)

i “Opioid agonists ... should be employed early when pain is moderate
to severe”

_—

2/13/98 New York Public Health Council Report at p. 2 and Additional Principle for Acute Pain Management No. 3 n



Prevailing Scientific Consensus: Medical Use of Opioids Is Rarely
Associated with Addiction

In 1986, the World Health Organization stated that:

[T]he medical use of opioids is rarely associated with the development
of psychological dependence.... [Clontinuing use of opioids is not
associated with substance abuse or psychological dependence....

In 1990, it added:

[L]ong-term use of opioids is not associated with either drug abuse or
psychological dependence.

—-’

World Health Organization, Cancer Pain Relief, 30 (1986); World Health Organization, Cancer Pain Relief and Palliative Care, 37 (1990) n




Prevailing Scientific Consensus: Medical Use of Opioids Is Rarely
Associated with Addiction

In 1995, the American Medical Association reported that:

[A]ddiction 1s highly unlikely after short-term use of even large doses
of opioid analgesics in patients with acute pain ... [and] [t]he occurrence
of addictive behaviors after chronic pain therapy is also rare.

—-'r

——
AMA Council on Scientific Affairs, AMA Positions on Pain Therapy (June 1995) '




Prevailing Scientific Consensus: Medical Use of Opioids Is Rarely
Associated with Addiction

—

STATE OF NEW YORK

SRR Pypuic HeaLh Counoil

ALEANY. MY, 12237

Breaking Down the Barriers
to Effective Pain Management

Recommendations to Improve the Assessment
and Treatment of Pain in New York State

February 13, 1998

L In 1998, the New York Public Health Council stated:

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

Beport s the Cammissiner of Health | E¥T
Parbara A D Bno, LD MEH. | piiad,
Tromm the New York Stme Public Health Cooncil —n

asmary 1995

_— 2

2/13/98 New York Public Health Council Report n



States Protected Doctors From Prosecution for Overprescribing
Painkillers

August 9, 1999

“Nineteen states now have laws that protect doctors from
prosecution by state and local law-enforcement agencies for
overprescribing painkillers so long as the medications are needed to
treat pain caused by medical disorders. The states ... are California,
Colorado, Florida, Minnesota, Missouri, Nebraska, Nevada, New
Mexico, North Dakota, Ohio, Oklahoma, Oregon, Pennsylvania, Rhode
Island, Texas, Virginia, Washington, West Virginia and Wisconsin.”

Holcomb Noble, A Shift in the Treatment of Chronic Pain, NY Times (Aug. 9, 1999) n



States Disciplined Doctors for Undertreating Pain

September 4, 1999

...1n this week’s case, the board found that Dr. Paul Bilder of
Roseburg, Ore., had not prescribed enough drugs to alleviate
pain in six patients between 1993 and 1998.

— —

https://www.nytimes.com/1999/09/04/us/oregon-board-disciplines-doctor-for-not-treating-patients-pain.html




States Disciplined Doctors for Undertreating Pain

(hicano Jribune

PAIN RELIEF

October 19, 1998

In a survey conducted last year, Joranson’s group found that 8.1 percent
of state medical board members questioned knew of doctors who had
either been investigated or disciplined for undertreating pain. That was
up from 5 percent in 1991.

Sheryl Stolberg, Pain Relief, Chicago Tribune (Oct. 19, 1998) n



States Passed Laws to Encourage Prescribing Opioids And Other
Controlled Substances

NEW YORK STATE DEPARTMENT OF HEALTH
INTEROFFICE MEMORANDUM

skskook
From: James Werking, Assistant Director

Bureau of Controlled Substances

Date: February 14, 2002
dekk

3. The recent amendments to Article 33 of the Public Health
Law include a legislative purpose, Section 3300.... The spirit of
this section is to increase the prescribing of controlled
substances to those in pain. Practitioners, therefore, must be
assured that such treatment is encouraged by the law, as well as
by the Department. ] ,

In re Opioid Litigation, No. 400000/2017 (Suffolk N.Y.), Doc. 5555ﬂ




February 1, 2001 Email

Sent: Thursday, February 01, 2001 11 :57 PM
To:
Subject: FW: Unique Valentine gift ideas from

Dear

Thank you so much for your analysis and support. | agree 100%. But we will have to mobilize the millions that have
serious pain and need our product. This we will try to do.

Meanwhile, we have to hammer on the abusers in every way possible. They are the culprits and the problem. They
are reckless criminals.

Richard S. Sackler, M.D.

President, Purdue Pharma, L.P.

Laptop 2000 machine
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—

2/1/01 ‘Emall rfrrom R. Sackler (PDD8801133516) n




February 1, 2001 Email

From: "Sackler, Dr Richard"
Date: Thu, 1 Feb 2001 08:53:01 -0500
Subject: RE: Unique Valentine gift ideas from

Thanks for the advertisement from . I'll study it later today.
We got a rumor that 60 Minutes is nosing around. How do we deal with this?

This is tough. | am totally outside my element. The damage done to patients by
the Time article is unknown, but serious, I'm sure. This campaign has attracted
a lot of attention. No one is speaking for the patients in pain.

PDD8801133517
CONFIDENTIAL - SUBJECT TO PROTECTIVE ORDER F

= e

2/1/01 Email from R. Sackler (PDD8801133517) n




February 1, 2001 Email

From:

Sent: Friday, February 02, 2001 3:27 PM

To: Sackler, Dr Richard

Subject: RE: Unique Valentine gift ideas from

| think that you have already stated the central truth.
Nobody is speaking for the patients in pain.

Supporting facts and principles:

1. analgesic efficacy correlates with potential for abuse (an alternative drug would have the same problem) If it is
abused, that is because it is so GOOD for legitimate uses;

2. narcotic control measures must not interfere with the appropriate use of drugs;

3. any control scheme which allows appropriate use CAN be circumvented by abusers;

4. Purdue has done nothing to encourage abuse and in fact has taken measures to discourage inappropriate use;
5. decreasing narcotic availabilty increases patient suffering and other morbidity;

6. any alternate drug with comparable effectiveness will be abused to the same extent (see #1)

7. this is a problem caused by addicts and illegal drug dealers. Why isn't 60 minutes asking those jerks why they want to
divert a necessary drug and make it less avialable to people who need it?

8. the problem is the aberrant behavior of certain individuals. They are the real problem and the real news story.

| hope that this is helpful. ...

= —

2/1701 Email to R. Sackler (PDD8801133516) ﬂ




President Bush: “Drug Abuse Threatens Everything, Everything That Is
Best about Our Country.”

President George W. Bush speech on drug abuse (2001):

"Drug abuse threatens everything, everything that is best about our
country,”" he said. "It breaks the bond between parent and child. It turns
productive citizens into addicts. It transforms schools into places of
violence and chaos. It makes playgrounds into crime scenes. It supports

gangs at home."

Bush: War on Drugs Aids War on Terror, CBS News (December 2001) ﬂ




2007 Guilty Plea And State and Federal Settlements




2007 Federal Guilty Plea And Settlement

\
Heather Won Tesoriero, OxyContin Maker Pleads Guilty, Purdue Barry Meier, In Guilty Plea, OxyContin Maker Martin Zimmerman, Firm Admits Deceit About
Frederick to Pay $634.5 Million Settlement for Hiding Addiction to Pay $600 Million, NY Times (May 10, 2007) Painkillers, Los Angeles Times (May 11, 2007)

Risk, Wall Street Journal (May 11, 2007)

—



2007 Federal Guilty Plea And Settlement

[It was] more difficult to extract the oxycodone from an OxyContin
tablet for the purpose of intravenous use.

* Purdue admitted that from December
12, 1995 through June 30, 2001, it
marketed and promoted OxyContl n-as OxyContin potentially creates less chance for addiction than
“less addictive, less subject to abuse immediate-release opioids.
and diversion, and less likely to cause
OxyContin had fewer ‘peak and trough’ blood level effects than

tolerance and withdrawal than other AP F rou: .
. . R . immediate-release opioids resulting in less euphoria and less
pPain medications. potential for abuse than short-acting opioids.

Patients could stop therapy abruptly without experiencing
withdrawal symptoms and that patients who took OxyContin would

not develop tolerance to the drug.

OxyContin did not cause a ‘buzz’ or euphoria, caused less euphoria,
had less addiction potential, had less abuse potential, was less likely
to be diverted than immediate-release opioids, and could be used to
‘weed out’ addicts and drug seekers.

2007 Agreed Statement of Facts 1113, 20 n




2007 Federal Guilty Plea And Settlement

IN THE UNITED STATES DISTRICT COURT
FOR THE WESTERN DISTRICT OF VIRGINIA
ABINGDON DIVISIO!

Purdue admitted: o

29. In or about May 1997, certain PURDUE supervisors and employees stated that while they
were well aware of the incorrect view held by many physicians that oxycodone was weaker than
morphine, they did not want to do anything “to make physicians think that oxycodone was stronger
or equal to morphine” or to “take any steps in the form of promotional materials, symposia, clinicals,
publications, conventions, or communications with the field force that would affect the unique

position that OxyContin ha[d] in many physicians mind (SiC).”

31287

2007 Agreed Statement of Facts 129 n




49 States And D.C. Settled Deceptive Marketing Claims in 2007

All Issued Releases to Individuals

All Retained Right to Investigate & Obtain Information

27 Consent Judgments

1. Arizona

2. Arkansas

3. California

4. Connecticut

5. District of
Columbia

6. Idaho

7. llinois

8.  Kentucky

9. Louisiana

10. Maine

11. Maryland

12. Massachusetts

13. Montana

Bolded states entered into both settlements ﬂ

14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24.
25.
26.
27.

Nebraska
Nevada

New Mexico
North Carolina
Ohio

Oregon
Pennsylvania
South Carolina
Tennessee
Texas
Vermont
Virginia
Washington
Wisconsin

0 0 NV

Alabama
Alaska
Arizona
Arkansas
California
Colorado
Connecticut
Delaware
District of
Columbia
Florida

. Georgia

Hawaii

. Idaho

Illinois
Indiana
lowa

17.

18.
19.
20.
21.

22.
23.
24.
25

26.
27.
28.

29.
30.

31.

32.

33.

Kansas
Louisiana
Maine
Maryland
Massachusetts
Michigan
Minnesota
Mississippi
Missouri
Montana
Nebraska
Nevada

New Hampshire
New Jersey
New Mexico
New York
North Carolina

49 Medicaid Settlements

34.

35.

36.

37.
38.

39.

40.

41.

42.
43.

44.

45.
46.
47.
48.

49.

North Dakota
Ohio
Oklahoma
Oregon
Pennsylvania
Rhode Island
South Carolina
South Dakota
Tennessee
Texas

Utah
Vermont
Virginia
Washington
Wisconsin
Wyoming




49 Medicaid Settlements — with 48 States and Washington, D.C.

2007 Massachusetts Settlement 1I11.D:

STATE SETTLEMENT AGREEMENT AND RELEASE

D. The Commonwealth contends that it has certain civil claims against e gl e s i
nwealth”) and The Purdue Frederick Company, Inc. (“Purdue

ma L.P. (collectively “Company™), hereinafter collectively referred

Company for, during the time period from 1995 through 2005, engaging in the

following conduct with respect to the marketing of OxyContin (hereinafter the i

“Covered Conduct”): Specifically, the Commonwealth alleges that the Company
marketed OxyContin as less subject to abuse, illicit use and diversion and as less o m e omomenirea
ea of guilty pursuant to Fed. R. Crim. P. 11(e)}(1)(C) to an

addictive and less likely to cause tolerance and withdrawal than other pain o b o e

) (the “Criminal Action”) that will allege that The Purdue Frederick

medications and that Company knew that these marketing claims were false and EEN S oy ed

clive, less subject 10 abuse and diversion and less likely to cause

blems than other pain medications.

misleading, causing damage to the Medicaid Program.

*—F

2007 Massachusetts Settlement TII.D a



27 Consent Judgments — with 26 States and Washington, D.C.

The States alleged that Purdue:
...minimize[d] the risks of abuse, addiction, and diversion in its
marketing ?FATI-‘,;;E::?NE{‘I‘K'IW Sl'PE!‘ul'lRC(il'R'l' ,
...portray[ed] “addiction” to opioids as exceedingly rare. FRMEMNA DI 1 ey 2% a0
COMPLAINT

...designed seminars, trainings and “educational” programs ... [to]

promote OxyContin as the opioid of choice, get healthcare 4 e s e i e s g
professionals “comfortable” with prescribing high strength narcotic Cmmmmmm———
opioids, and ultimately increase OxyContin prescriptions. P ot e b i i

...aggressively promoted OxyContin, without a concomitant focus on
limiting OxyContin to serious and prolonged pain.

CONFIDENTIAL PPLPCOS51000040742

b

2007 CT Complaint 112,3 H



All 2007 Settlements Released Current And Former Directors, Officers
And Owners

2007 Federal Settlement
2007 Consent Judgments

...the United States (on behalf of itself, its officers, agents, - 2 007 M ed ica id ie’ttleme nts

agencies, and departments) agrees to release Purdue and its current
and former directors, officers, employees, affiliates, owners,
predecessors, successors and assigns from any civil or
administrative monetary claim the United States has or may have...

] PURDUE PHARMA LF. . =
...the State releases and forever discharges, to the fullest extent permitted by law, Purdue and its past and
present officers, directors, shareholders, employees, co-promoters, affiliates, parents, subsidiaries,
predecessors, assigns, and successors (collectively, the “Releasees”), of and from any and all civil causes
of action, claims, damages, costs, attorney’s fees, or penalties that the Attorney General could have ‘
asserted against the Releasees under the State Consumer Protection Law by reason of any conduct that
has occurred at any time up to and including the Effective Date of this Judgment...

T T, eunployees aad 2l comEnct o [

...the State agrees to release and refrain from instituting, directing or maintaining
any administrative claim or any action seeking exclusion from the State’s Medicaid
program against Company and its current and former directors, officers, employees,
affiliates, owners, predecessors, successors and assigns for the Covered Conduct.

2007 Federal Settlement 12

2007 Maryland Consent Judgment 135

2007 New York Settlement 14 n



2007 Settling Jurisdictions — Claims before 2007 Have Been Released

Both Medicaid and Consent Judgment

. Medicaid Claims Settlements
. KY — Consent Judgment and 2015 Settlement

WV - 2004 Settlement




After May 2007, Family Members Were Directors Only, Not Officers

Richard Sackler
Purdue Pharma, Inc. ("PPI") Director from October 2, 1990 to July 24, 2018

President of PPl and Purdue Pharma, L.P. ("PPLP")
from December 1, 1999 to March 4, 2003

Co-Chairman of PPl and PPLP from March 4, 2003 to May 11, 2007
Senior VP of Purdue Frederick Co. ("PFC") from January 1, 1986 to March 7, 2005
PFC Director from June 15, 1993 to March 7, 2005

Jonathan Sackler
PPI Director from October 2, 1990 to December 8, 2018
Senior Vice President of PPl and PPLP from December 1, 1999 to May 2007
PFC Director from January 1, 1995 to March 7, 2005

Beverly Sackler
) ) PPI Director from January 15, 1993 to October 14, 2017
Side A SideB RE Biiaain fem e 75, 1858 (o [endh 7. 2605

David Sackler
PPI Director from July 19, 2012 to August 14, 2018

—



Purdue’s 2020 Guilty Plea and Civil Settlement




Purdue’s 2020 Federal Guilty Plea

 Purdue pled guilty to a 3-count Information charging it with conspiracy to defraud
the United States and violate the Food, Drug & Cosmetics Act

* In Schedule A to its plea agreement, 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 Schedule A to Purdue’s plea agreement suggests that the former
directors knew anything about Purdue’s misconduct

—




Purdue’s Plea Does Not Create Liability for the Directors

* None of Purdue’s misconduct is alleged against the former directors in DOJ's
separate civil settlement with the former Sackler directors

* The DEA and Practice Fusion are unmentioned in the DOJ’s allegations against
the family (Addendum A to the Sackler Settlement Agreement)

* The Key Opinion Leader, Speaker Program and all other kickback allegations in
Addendum A to Purdue’s Civil Settlement (116-9, 176, 182, 187, 191, 212) are
omitted from Addendum A to the Sackler Settlement Agreement

* Nothing in DOJ’s allegations in Sackler Addendum A even suggests Board
awareness of the misconduct Purdue pled to

—



Purdue’s Plea Does Not Create Liability for the Directors

« Purdue’s plea carries no collateral estoppel effect against former directors
because they had no control over Purdue when it was entered

Stichting Ter Behartiging Van de Belangen Van Oudaandeelhouders In Het Kapitaal Van
Saybolt Int'l B.V. v. Schreiber, 327 F.3d 173, 184, 186 (2d Cir. 2003)

 The fact of the plea does not create Caremark liability for the former directors:

“[O]ur case law gives deference to boards and has dismissed Caremark cases

even when illegal or harmful company activities escaped detection, when the
plaintiffs have been unable to plead that the board failed to make the

required good faith effort to put a reasonable compliance and reporting
system in place.”

Marchand v. Barnhill, 212 A.3d 805, 821 (Del. 2019)

—



Claims: Overview




Two Principal Categories

Marketing Claims Diversion Claims
Purdue and the Sacklers on its Board Purdue and the Sacklers on its Board
caused the opioid crisis by deceptively caused the opioid crisis by negligently
marketing FDA-approved prescription failing to prevent improper diversion of
opioids, especially OxyContin prescription opioids, especially OxyContin

—



Representative Allegations — New York and Massachusetts Complaints

* The New York and Massachusetts by Lt James, Aoy General of th Sat of

New York,

Complaints make extensive — and false —
marketing and diversion allegations PURDUE PHARMA L. PURDLE PHARVA

INC., THE P.F. LABORATORIES, INC., PURDUE
HOLDINGS L.P., ROSEBAY MEDICAL

* They are the template for almost all claims ASSOCIATES HOLDING. L. DOE ENTIES
filed against the Sackler families A SACKLER ILENE SACKLER LEFCOURT.

DAVID A. SACKLER, BEVERLY SACKLER,
THERESA SACKLER, [et al.],

|

Defendants. NY AG FAC

COMMONWEALTH OF MASSACHUSETTS
V.

PURDUE PHARMA L.P., PURDUE PHARMA INC.,
RICHARD SACKLER, THERESA SACKLER,
KATHE SACKLER, JONATHAN SACKLER,
MORTIMER D.A. SACKLER, BEVERLY SACKLER,
DAVID SACKLER, ILENE SACKLER LEFCOURT,
PETER BOER, PAULO COSTA, CECIL PICKETT,
RALPH SNYDERMAN, JUDITH LEWENT, CRAIG
LANDAU, JOHN STEWART, MARK TIMNEY,

and RUSSELL J. GASDIA

—_—

MA AG FAC H



Marketing Claims

They allege:
* Purdue deceptively minimized the risks and overstated
the benefits of its FDA-approved opioids

* Individuals were "actively involved" in that deception

387. Despite having full knowledge of opioids’ risk of addiction, abuse,
and diversion, the Sacklers, as the owners of Purdue involved with each
and every material decision relating to the development and sale of
Purdue’s opioids, were actively involved in marketing Purdue’s opioids in a
way that deceptively minimized those risks and overstated the benefits.

No evidence the Board was asked to approve the content of any
marketing material, or directed or encouraged any misstatement | )

NY AG FAC 1387 n




Diversion Claims: Purdue’s Diversion Efforts Were Insufficient

NY AG FAC 1853:

853. Each Defendant is strictly liable for violating the [New York Controlled Substances Act] in each
separate instance in which it: (i) failed to maintain effective controls to prevent the diversion of controlled
substances; (i1) failed to report suspicious orders for controlled substances; (ii1) failed to report actual or alleged
incidents of known or possible diversion of controlled substances; (iv) failed to provide truthful statements in its
licensing filings with New York authorities; (v) and/or failed to notify New York authorities when its actions
and/or omissions caused it to violate the NYCSA.

NY AG FAC 11853

NY AG FAC 1874:

874. Each of the Defendants breached its duties through its . . . violations of the New York Controlled
Substances Act, in the course of its manufacture, distribution, sale, and/or marketing of opioid drugs within the
state.

NY AG FAC 1874

No evidence Board members personally participated in Purdue’s
anti-diversion efforts

—




The Directors’ Good Faith And Reasonableness




Board Was Continually Advised Purdue Was Operating in Compliance with
Law

* From 2007-2018, management certified to the Board every quarter that Purdue was
operating in compliance with law and documented it in quarterly reports

* From 2007-2012, there was federal oversight of Purdue’s compliance

« The Board received confirmation each year from the OIG of HHS that Purdue was
operating in compliance with its Corporate Integrity Agreement (“CIA")

* The CIA was designed to ensure compliance with federal healthcare law

* In 2012, when the monitorship ended, the Board was informed that Purdue hired
Skadden to provide continuing review of the compliance program

* Management reported to the Board that Purdue’s compliance program was audited
twice by outside counsel and received positive reviews both times

» King & Spalding in 2005 and Skadden in 2015

—



Board Required, Monitored and Incentivized Compliance with Law

- The Board implemented a strict compliance regime, adopting a state-of-the-art
Compliance Charter in 2005

* The Board updated the Compliance Charter in 2007 to incorporate elements of
the Corporate Integrity Agreement

* The Board monitored management’s implementation of the Compliance Charter
and received detailed presentations showing its effective implementation

* The Board incentivized compliance by incorporating it into bonus calculations —
increasing bonuses if compliance duties were honored, reducing bonuses if not

—



There Was Federal Oversight of Purdue from 2007 through 2012

 Purdue operated under a CIA

* An Independent Review Organization (“IRO") SO ——

BETWEEN THE
OFFICE OF INSPECTOR GENERAL

monitored Purdue’s compliance with the CIA e o
* Purdue and the IRO reported to the OIG of HHS e pe b i it ot

Agreement (CIA) with the Office of Inspector General (O1G) of the United States
Department of Health and Human Services (HHS) to promote compliance with the
statutes, regulations, and \I’l’lll.ﬂll d irectives of Medic; an: Mod: id, nl!d il Nl! Federal

CORPORATE INTEGRITY AGREEMENT ?&ﬁ?cfﬁ'i“lucﬁ.‘“i m}?ﬁ pme;.“m J.:iim‘é"?a’:f:ﬂ”“““
BETWEEN THE erlevee. e ks s, o] d e v, eview
OFFICE OF INSPECTOR GENERAL
OF THE
DEPARTMENT OF HEALTH AND HUMAN SERVICES
AND
PURDUE PHARMA L.P.

2007 Corporate Integrity Agreement H



The IRO Monitored Purdue’s Compliance with the CIA

ITY AGREEMENT
THE

a. Engagement of Independent Reviewers. Within 120 days after the Effective Date, Purdue shall o

AND HUMAN SERVICES

WRMA L.P.

engage an entity (or entities), such as an accounting, auditing, or consulting firm (hereinafter

ers into this Corporate Integrity
General (01G) of the United States

“Independent Review Organization” or “IRO”), to perform a Promotional and Product Services 19 o o crplce wi e
1320a-Th{f)) (Federal health care
gulations, and written directives of the

Engagement. Each IRO engaged by Purdue shall have expertise in Federal health care program and [ & esos

urdue established a voluntary compliance
ch includes a corporate Compliance

FDA requirements. Each IRO shall assess, along with Purdue, whether it can perform the IRO review |oersees o

cational and training initiatives. review |

in a professionally independent and objective fashion, as appropriate to the nature of the engagement,

taking into account any other business relationships or other engagements that may exist.

- |

2007 Corporate Integrity Agreement, p. 29 n




Board Was Informed That the OIG Annually Confirmed Compliance with
The CIA for the 5-Year Period from 2007 to 2012

Purdue
Quarterly Report to the Board

‘ July 15, 2008

Purdue
Quarterly Report to the Board
April 21, 2010

"By letter dated May 2nd we received confirmation that
the OIG was satisfied with Purdue’'s Implementation
Report, and confirmed that "it appears that Purdue
has successfully implemented the initial
requirements of its Corporate Integrity Agreement."

"By May 6th letter, OIG confirmed Purdue’s
compliance with the requirements of our CIA
during the first year, based on their review of our
Annual Report and other materials.”

"By letter dated April 1st, Purdue's OIG Monitor
confirmed that ... Purdue was in compliance
with the terms of its Corporate Integrity
Agreement during the second reporting period”

Quarterly Report to Board, July 15, 2008 , p. 28 (PPLP004367297)

Purdue
Quarterly Report to the Board
May 2, 2011

Quarterly Compliance Report Q2 2009, p. 6 (PPLPC012000236639)

e TP —
| DFFICE OF INSPECTOR GENERAL
—_— e——

Quarterly Report to Board, April 2010, p. 12 (PPLP004317547)

Quarterly Compliance Report
to the Board of Directors
1Q2013

Bert Weinstein
idant €. o O |

“We have received the Office of Inspector General's
(OIG) January 28th letter confirming satisfactory

completion of their review of Purdue's Third Annual
Report: " it appears that Purdue was in compliance

with the terms of the Corporate Integrity Agreement”

"Based on our review of this additional information and
the information provided in Purdue's Fourth Annual
Report, it appears that Purdue was in compliance
with the terms of the Corporate Integrity Agreement
during the fourth annual reporting period.’

"From Letter dated January 24th, Office of
Inspector General, HHS: ..[I]t appears that
Purdue was in compliance with the terms of the
Corporate Integrity Agreement (CIA) during the
fifth annual reporting period.... [Tlhe Purdue CIA has
now concluded.”

Quarterly Report to Board, May 2, 2011, p. 23 (PPLPC012000322448)

OIG Letter to Purdue, Mar. 8, 2012, p. 1 (PPLP004366816)

Quarterly Compliance Report, Q1 2013, p. 2 (PPLP004409695)




Board Understood That Compliance Was Equally Strict after CIA Ended

2Q 2012 Quarterly Compliance Report (PPLP004408046, -48) n
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Board Understood That Compliance Was Equally Strict after CIA Ended
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Board Understood That Compliance Was Equally Strict after CIA Ended
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Board Understood That Compliance Was Equally Strict after CIA Ended

Purdue monitored new Corporate Integrity Agreements to maintain a
state-of-the-art compliance program

The following slides outline some of the new requirements of the
latest ClAs. Purdue carefully reviews new ClAs and considers for
adoption aspects that represent good practices.

&

Nov. 2012 Beneficiaries’ Presentation (PPLP004409144) ﬂ




From 2007 on, Board Received Quarterly Written and Oral Reports
Confirming That Purdue Was Operating in Compliance with Law

2007 Q3 | PPLPC019000172297 2011 Q1 PPLP004406032 2014 Q4 | PPLP004411811

2007 Q4 | PPLPC019000195607 2011 Q2 | PPLP004406466 2015 Q1 PPLP004412071

2008 Q1 PPLP004401169 2011 Q3 | PPLP004406790 2015 Q2 | PPLP004412152

2008 Q2 | PPLP004401342 2011 Q4 | PPLP004407554 2015 Q3 | PPLP004412546

2008 Q3 | PPLP004402032 2012 Q1 PPLP004407950 2015 Q4 | PPLP004412818

2008 Q4 | PPLP004402205 2012 Q2 | PPLP004408046 2016 Q2 | PPLP004413387

2009 Q1 PPLP004402651 2012 Q3 | PPLP004408439 2016 Q3 | PPLP004413671

2009 Q2 | PPLPC012000236639 2012 Q4 | PPLP004409357 2016 Q4 | PPLP004413913

2009 Q3 | PPLP004402982 2013 Q1 PPLP004409694 2017 Q1 PPLP004414244

2009 Q4 | PPLP004403707 2013 Q2 | PPLP004409783 2017 Q2 | PPLPC021000899767

2010 Q1 PPLP004404102 2013 Q3 | PPLP004410506 2017 Q3 | PPLPC022001020792

2010 Q2 | PPLP004404551 2013 Q4 | PPLP004410797 2017 Q4 | PPLPC021000920798

2010 Q3 | PPLP004405460 2014 Q1 PPLP004411696 2018 Q1 PPLP004414931

NN SN NN NN NN NN
NNANNNNNNNNANNANN

2010 Q4 | PPLP004405709 2014 Q2 | PPLP0O04411277 2018 Q2 | PPLP004415061

NNANNNNNNNNNENK




Board Was Repeatedly Advised That Purdue Marketing Was in Full
Compliance with Law

Investigation — DM Requirements

= Bottom Line
® |nvestigation revealed that a few District Managers have fallen short
of expectations .
* Reviews of call notes
» Time spent in field doing ride-alongs with representatives

* Routine administrative activities Corporate Compliance
¢ Accurate and complete documentation (calendars, FCRs, etc.) Quarterly Report to
Board of Directors
| 1Q09
May 8, 2009

Bert Weinstein
Vice President, Corporate Compliance

PURDUE
)

PPLP004402851

HIGHLY CONFIDENTIAL - ATTORNEYS' EYES ONLY

1Q 2009 Quarterly Compliance Report (PPLP004402651, -54) ﬂ



Board Was Repeatedly Advised Purdue Marketing Was in Full Compliance
with Law — Excerpts from Management Reports to the Board

2007: “the Company was in full compliance with all day zero CIA requirements”
e “We are confident of meeting all obligations”

2008: “First Annual Report to OIG submitted ... certifies to all CIA requirements”
e “Purdue is also in full compliance with its AG Agreements”
e “State Law Reporting Update ... No compliance issues identified”
e “No compliance issues identified”

2009: “Purdue’s Second Annual Report to the OIG ... certifies our compliance with all
CIA requirements” @ “Purdue is also in full compliance with its AG Agreements”
e Of 837 inquiries concerning OxyContin, “None ... were ‘suspicious’ under the
CIA"

Sources: PPLPC012000157402, -60 (2007) [MA MTD Ex. 18]; PPLP004402032 [Leventhal Ex. 12] (2008); PPLP004402982 [Leventhal Ex.
18] (2009)

—



Board Was Repeatedly Advised Purdue Marketing Was in Full Compliance
with Law — Excerpts from Management Reports to the Board

2010: “Year three of Purdue's five year CIA closes as of July 30, with all requirements
met..." ® “100% completion of all requirements”

N
o
-
-

: "All requirements under the CIA have been met in Reporting Period 4, including
all critical field-based CIA requirements” @ “No Reportable Events”

N
o
iy
N

. “[T]lhe Company continued to maintain a state of effective compliance”

N
o
-
W

: “There are no significant violations or gaps to report” e “The Company
continues to have good systems and processes in place committed to the
prevention and detection of violations, with continuous attention to
improvement” e “Overall Company compliance results - GOOD"

Sources: PWG000422476, -92 (2010) [MA MTD Ex. 54]; PPLP004406466 [Lev. Opp. Ex. 31] (2011); PPLP004407554 [Lev. Opp. Ex. 37]
(2011); PPLP004408439 [Lev. Opp. Ex. 44] (2012); PPLP004410506 [Lev. Opp. Ex. 53] (2013); PPLP004410797 [Lev. Opp. Ex. 54] (2013)

—



Board Was Repeatedly Advised Purdue Marketing Was in Full Compliance
with Law — Excerpts from Management Reports to the Board

2014: "There have been no significant compliance issues in ... Full Year 2014"

2015: “There have been no significant compliance issues in the 1st quarter, 2015"
e "...in the 2nd quarter, 2015" e “... in the 3rd quarter, 2015"
e "... in the 4th quarter, 2015"

N
o
—ry
(>3]

: “In 2016, there were no significant compliance issues”

N
o
-
~

: “No significant compliance issues to report”

Sources: PPLP004411812 [Leventhal Ex. 60]; PPLP004412072 [Leventhal Ex. 63]; PPLP004413917 [Leventhal Ex. 78]; PPLP004414932
[Leventhal Ex. 84]; PPLP004412153 [Leventhal Ex. 67]; PPLP004412547 [Leventhal Ex. 69]; PPLP004412819 [Leventhal Ex. 79];
PPLP004413672 [Leventhal Ex. 76]; PPLP004414245 [Leventhal Ex. 79];PPLPC0210008999767 [Leventhal Ex. 81 at p. 2];

PPLPC022001020793 [Leventhal Ex. 82]; PPLPC021000920798 [Leventhal Ex. 83 at p. 2] H



The Board Was Proactive on Compliance — In 2005, It Adopted a
Corporate Compliance Charter Requiring a Strict Compliance Regime

* The Charter required appointment of a VP of Corp. Compliance who would sit on
the Exec. Comm. and report to the CEO, with authority to report to the Board

* The Charter required that the VP of Corporate Compliance implement a program
satisfying the 7 elements of an “effective compliance program” as defined by the
OIG of HHS and the Sentencing Guidelines:

Policies to Prevent & Detect Violations of Law *  Oversight of the Content and Operation of the Compliance Program
Exclusion of Persons with Criminal Histories *  Communication of Compliance Standards; Education and Training
Internal Reporting Mechanisms; Monitoring and Auditing to Programs

Detect Violations of Law *  Enforcement of Consistent Performance and Disciplinary Standards

Procedures to Address Violations and Potential Misconduct

* The Charter made all Purdue Executive Committee members responsible for
ensuring compliance in all operating and staff departments at Purdue

The Board was informed in November 2005 that the Compliance Department had
received a highly favorable King & Spalding audit of Purdue’s Compliance Program

Source: 2005 Corporate Compliance Program Charter for PPLP and US IACs (PKY183307471) ﬂ




In 2007, The Board Amended the Corporate Compliance Charter to
Incorporate Requirements of the CIA

* The revised Charter required the VP of Corp. Compliance to report to the Board
quarterly and authorized additional reports whenever the VP deemed it appropriate

* It required a Corporate Compliance Council chaired by the VP of Corp. Compliance
with members from General Counsel’s Office, H.R., Risk Management, Regulatory
Affairs, Field Operations, Corporate Quality, Finance and Medical Research

* The Board responsibly monitored compliance through:
* Formal quarterly compliance presentations were made to the Board
 Informal inquiries and issues were discussed with the Board

* The Board required objective measures of compliance success, which led to
creation of Purdue’s Business Scorecard (source: ppLrc020000167045-47)

« The Scorecard incentivized compliance based on goals set by Compliance Council

* The results affected annual bonuses

Source: PPLP004416591-98; PPLPC020000167047, PPLPC012000293628 ﬂ



The Corporate Compliance Charter Was Adopted Pursuant to OIG
Guidance And Was Continually Reviewed And Updated

Corporate Compliance
Quarterly Report to
Board of Directors

3Q10

\
November 3, 2010
Bert Weinstein
Vice President, Corporate Compliance

) (G
PURDUE ™,
w_, s 1 —
Us.-34
HIGHLY CONFIDENTIAL — ATTORNEYS' EYES ONLY PPLP004405460

3Q 2010 Quarterly Compliance Report (PPLP004405465-5488) H



Board Monitored Implementation of All Elements of the Corporate

Compliance Charter

#1- Standards of Conduct & Procedures
* Purdue’s "Code of Busingss Ethics” is distributed 1o all employees of

#4 — Disclosure Program

Purdus and associated LIS companias inclading ran hires) = Purdus maintaing & 24 hour lo-ree confidontial Ethics and
N 2 . I Compliance Hotine with “The Network,”a thid party verdor
. #2 - Compliance Personnel & Oversight * Callefs may remssn anceymous
L
w * Every matier is logged inlo Axerlis bry us, no matier how important.
. * Purdue's Board of Directors is knowledgeable about the and not just Hotling reports.
. Thet complance program, and exercises aversight * Electronic files of evary matier are maintained in Axentis
x #3 - Compllance Training * Discloswe Log -Matmmmm.m Ruporable
g
* Purd . prussy retribution against any
v * All Emplayoes recoive raining on Purdue’s Code and on o for making a good f .
Pt Healthcare Law Compliance (HCLC) Policies, as noted above lmproper behavior
o & Balas and Madating stal alan nastienste in ook b i N i
Woa . i i ini i 5 mmmmummnmmmmmn
, Live Training Sessions — In House hrs- phbrstil
eosininil | ooy "
= o]+ ARnow sl and mackating s [t e R S SRR
0 o rmning sessons | ! 4 us -
: on HCLE Policies. = I
o 4 +Thoss insining sessions addmss
~ 4 s e reguiations of the FDA.
| CMS, and oifer reguintory
agancis
 Trainers are evahailod by
partcpants
e
—
romuE =

#7 — Investigation of Violations & Remediation

FURDIUE PHARMA L 7 a0 AESOCIATED U3 COMPAMES
FURDUE Pt L STAMFORD, CORECTI

ousscepmis eicciot . Ongoing Investigation Reported to OIG

Rywll Matter — initial notice In 5/13/2010 latter

ity rewvis ! basod on a number of
ouan:hranm_ i by two sales
that appeared 1o dscuss the use of Ryzolt tablats for reatment of
“rrikd pain” urm»nnunmlupam This massage & contrary to
the training and
W-quwmmdmlspmducl

* Roviewed full year of call noles since launch — 496 referenced the
word “mild,” and 201 (51 reps) required full investigation

= Extonsiva remodial actions implomantnd, including bulletins 1o the
fiedd, ve compliance training a1 Juna Regianal meetings, three hour
spocial meeting of all sales managers, as wall as discipine.

N, § §

uUs -63

#5 - Auditing and Monitoring

= Corporate Compiance Audit Program
* S0P for Corporate Complance when performing
audits
* Includes procedures for audil planning, execution,
reporiing, distribution, follow-up, record keeping, and
closure
= Audit schedule established at least annually by Corporate
with input from
* Based upon Dusiness needs, audils for cause may be
execuled as needed

i &

us.-9

#6 - Screening / Discipline

Weitten screening by

pumber any matches _ Screening / Discipline

Resourtes and
Apphcant cenification |
kovruila m":ﬁ * Sales "Discipline Commitiee” meatings held regularly
fesien-sir e * Memibers inchude Compliance, Liw, HR. and Saes
Managament
« Eviating Employess * Riview open issues, delermine discipline, maintain rocords

* DHHS Exchusions Dt o deciyione

+ Emplayees ane rquire
debarment of suSpens » Confidential discipling database maintaned by Law

) Degartmant

PO
- B . |
s - ]
T A e

US.-61

3Q 2010 Quarterly Compliance Report (PPLP004405460-88)




Board Monitored Implementation of the Corporate Compliance Charter

3Q 2015 Ethics & Compliance Rept. to Board (PPLP004412546, —50—51)ﬂ



Board Monitored Implementation of All Elements of the Corporate
Compliance Charter

March 2017 Ethics & Compliance Rept. to Board (PPLP00441393, -16) ﬂ



Board Incentivized Employees to Satisfy Compliance Requirements by
Incorporating Compliance into Bonus Calculations

PURDUE ) [ —
s —

January 18, 2010 Memo to BOD Compensation
Committee (PPLPC057000007180); see also
SCK05575 (March 2, 2010 adoption by Board).

—




Board Incentivized Employees to Satisfy Compliance Requirements by
Incorporating Compliance into Bonus Calculations

ﬂ
February 24, 2010 BOD Proposal (PURDUE-
COR-00028015); Adopted (SCK06079)

—




Board Incentivized Employees to Satisfy Compliance Requirements by
Incorporating Compliance into Bonus Calculations

|

February 24, 2010 BOD Proposal (PURDUE-
COR-00028015); Adopted (SCK06079)

—




Board Incentivized Employees to Satisfy Compliance Requirements by
Incorporating Compliance into Bonus Calculations

Jan. 18, 2012 BOD Compensation
Committee Deck (PPLPUCC9002649696)

—



Board Incentivized Employees to Satisfy Compliance Requirements by
Incorporating Compliance into Bonus Calculations

Jan. 14, 2013 BOD Compensation
Committee Deck

—



Board Incentivized Employees to Satisfy Compliance Requirements by
Incorporating Compliance into Bonus Calculations

Jan. 14, 2013 BOD Compensation
Committee Deck

—



The Compliance Structure Included Councils and Committees Charged
with Ensuring Compliance with Law, Regulations and Company Policy

» Corporate Compliance Council

 Sales and Marketing Compliance Committee

* Vice Presidents’ Compliance Council

* R&D Compliance

* Administrative Area Compliance Committee

* Grant Review Committees

* Reportable Events Committee

 Discipline Committee

* Quality Steering & Technical Operations Committees

* Executive Committee and Board of Directors
Source;: PPLPC012000293628

—



Board Understood That Purdue Implemented Multiple Compliance Tools
to Ensure Accurate Marketing

+ Marketing and Advertising Materials — Required review and unanimous
approval from Medical Services, Regulatory Affairs, and Legal.

- Guidelines on Product Promotion — Prohibited sales representatives from
using promotional materials not approved.

* Promotion Monitoring Program — Required District Managers to observe and
record interactions between sales reps and HCPs and to notify Compliance of
any sales rep failure to comply with Purdue policies.

Sales Call Monitoring — Legal or Compliance reviewed sales force call notes.

Audits — Compliance conducted audits and monitored key risk activities.

Sources: PPLP004432089, PPLP004431206, PPLP004430145 ﬂ



Board Understood Sales Force Not Allowed to Deviate from Approved
Materials

2008 Sales Force SOP Manual:

Policy Statement ®
All Materials that include product information must be approved by the home office rosce_S3IES
in accordance with Purdue's Material Review and Approval Process SOP, a copy of
which is available on the Policies and Standards page of the Purdue intranet. All

To: Sales Force From: Windell Fisher

mmmmm T B3 Date: July 30,2008

product claims made verbally by Sales Force Personnel must be consistent with the T ——
- ' mou o A R
product labeling and Company approved Materials. o LS e R

m

wch of the sales activity. You
ment regarding these paicies that will
ead and undersiood these policies.

If you have any questions please contact your supervisor, of centaet me directly.

Thanks in advance for your attentiveness 1o ihe details of this revised SOP

Correspondence with HCPs

Sales Force Personnel generally are not permitted to draft and/or send
correspondence to any Health Care Practitioner (HCP) that has not previously gone
through the internal Material Review Process and received written approval for ®
distribution except as provided below.

Attachment

HIGHLY CONFIDENTIAL - SUBJECT TC PROTECTIVE ORDER PPLP003342665

—

7/30/08 Revised SOPs (PPLP003342665) ﬂ



Board Was Informed That Employees Were Extensively Trained on
Compliance

Corporate Compliance
Quarterly Report to
Board of Directors

3Q10

|
November 3, 2010
Bert Weinstein
Vice President, Corporate Compliance

PURDUE ™,
o

Us.-34

HIGHLY CONFIDENTIAL — ATTORNEYS' EYES ONLY PPLP004405460

3Q 2010 Quarterly Compliance Report (PPLP004405460, -70) a




Board Understood Purdue Audited Potential Areas of Risk

Quarterly Compliance Report
to the Board of Directors
for 4Q2013

Bert Weinstein
Vice President, Corporate Compliance
January 16, 2014

PURDUE ™
®

U.S.- 106

Y CONFIDENTIAL - ATTORNEYS' EYES ONLY PPLP004410797

4Q 2013 Quarterly Compliance Report (PPLP004410797, -807) ﬂ




Board Was Informed That All Compliance Issues Were Reported and
Remediated

Corporate Compliance !
Quarterly Report to
Board of Directors

4Q09

Sisa?, k
4Q 2009 Quarterly Compliance Report (PPLP004403707, -10-11)




Board Was Informed That Most Compliance Issues Were Minor

Annual Report was submitted to the Office of Inspector General on September 23", The Independent
Review Organization’s Report on its Transaction and Systems Reviews contained a limited number
of minor observations and recommendations, to which the company responded as part of the Annual
Report. This will be reported in more detail during the quarterly report to the Board.

Quarterly Report to the Board, November 2011, p. 25 (PPLP004366871)

The Final Independent Review Organization (IRO) Report under Purdue's CIA was successfully
concluded. . . . All findings and observations are minor, but highlight the continued importance of
adherence to departmental SOPs, which we continue to address.

] Quarterly Report to the Board, November 2012, p. 45 (PPLP004366816)

[T]here have been no significant compliance matters to report

Quarterly Report to the Board, July 2013, p. 49 (PPLPC012000433388)




Board Was Informed That Serious Violations Resulted in Termination

Corporate Compliance
Quarterly Report to
Board of Directors
\ 4Q08

Bert Weinstein
Vice President, Corporate Compliance

February 5, 2009 \

PURDTIE\@
fpS—

PPLP004402205

4Q 2008 Quarterly Compliance Report (PPLP004402205, -12) n




Board Was Informed That The Corporate Compliance Council Evaluated
The Highest Priority Compliance Risks

Quarterly Compliance Report 1
to the Board of Directors
3Q2013

Bert Weinstein
Vice President, Corporate Compliance
October 28, 2013

_PURDUE ™
®

HIGHLY CONFIDENTIAL - ATTORNEYS' EYESONLY  PPLPD04410508

HIGHLY CONFIDENTIAL — ATTORNEYS' EYES ONLY PPLF0O04410508

3Q 2013 Quarterly Compliance Report (PPLP004410506, -08) ﬂ




Board Understood Purdue Constantly Monitored for Violations:
Call Note Audits

Quarterly Compliance Report
to the Board of Directors
3Q2013

Bert Weinstein
Vice President, Corporate Compliance
October 28, 2013

PURDUE ™,
®

us.-3

IDENTIAL - ATTORNEYS' EYES ONLY PPLP004410506

3Q 2013 Quarterly Compliance Report (PPLP004410506, -10) n




Board Understood Purdue Constantly Monitored for Violations:
Field Contact Report Audits

* |

1Q 2014 Quarterly Compliance Report (PPLP004411166, -73) ﬂ




Board Understood Purdue Constantly Monitored for Violations:
Sales Compliance Review Committee

4Q 2014 Quarterly Compliance Report (PPLP004411811, -16) ﬂ



The Board Was Informed That Outside Counsel Assessed And Endorsed
The Compliance Program in 2015

“

4Q 2015 Quarterly Compliance Report (PPLP004412818, -19) n




Board Informed the Speakers Program Was Carefully
Monitored and Complied with Law




Board Understood Speakers Program Was Carefully Monitored

1Q 2011 Quarterly Compliance Report (PPLP004406032, -35) ﬂ



Board Understood Speakers Program Was Carefully Monitored

1Q 2011 Quarterly Compliance Report (PPLP004406032, -46) ﬂ



Board Understood Speakers Program Was Carefully Monitored

2Q 2011 Quarterly Compliance Report (PPLP004406466, -72) ﬂ



Board Understood Speakers Program Was Carefully Monitored

The Board was informed that Purdue was following the OIG
Monitor’s compliance recommendations for the Speakers Program

By letter dated December 3rd, Purdue's OIG Monitor Keshia Thompson
... set forth the Monitor’s recommendations for good compliance
practices for Purdue’s new speaker programs.... Corporate Compliance
has beertdeeply involved in assisting in preparation of appropriate
procedures for '""needs assessments,' establishing fair market value
payments for HCPs, training of Purdue District Managers and
Representatives, and monitoring arrangements. These steps have been
ongoing for over six months, and are consistent with OIG' s
recommendations in their December 3rd letter.

| 4
Jan. 24, 2011, Quarterly Rept. to the Board at PPLP004366975

—



Board Understood Speakers Program Was Carefully Monitored

4Q 2011 Quarterly Compliance Report (PPLP004407554, -63) H



Board Understood Speakers Program Was Carefully Monitored

2Q 2012 Quarterly Compliance Report (PPLP004408046, -61) n



Board Understood Speakers Program Was Carefully Monitored

1Q 2013 Quarterly Compliance Report (PPLP004409694, -97) H



Board Understood Speakers Program Was Carefully Monitored

Quarterly Compliance Report
to the Board of Directors
| for 4Q2013

Bert Weinstein
Vice President, Corporate Compliance
January 16, 2014

PURDUE ™
]

U.S.-106

Q 2013 Quarterly Compliance Report (PPLP004410797, -804) ﬁ




Board Understood Speakers Program Was Carefully Monitored

4Q 2015 Quarterly Compliance Report (PPLP004412818, -22) ﬂ



Purdue Implemented SOPs — Supervised by The General Counsel’s
Office — Regulating The Use of HCPs As Speakers

Purdue will not pay any consulting fee, honorarium, grant, etc. to any HCP for the purpose of
influencing the HCP to prescribe, order, purchase or recommend any product.

Purdue will not support any program or pay any fee where the purpose is to
promote products to the HCPs receiving the fee or is any way tied to or is a
reward for prescriptions or recommendations for a product.

Compensation under the agreement must be consistent with fair market value
and may not take into account the past, present, or future volume or value of
referrals made or other business generated for any Purdue service or product, if
any, by the HCP.

It is never appropriate to track "return on investment" or similar measures of a
Consultant's use or prescribing of Purdue products after a Consulting
engagement.

GC-SOP-0001.04 (PPLP003364388-4454)




Purdue Implemented Policies Strictly Limiting Any Remuneration of HCPs

It is never appropriate to provide a gift, meal, or entertainment in order to encourage a customer
[including HCPs] to prescribe, purchase, or order Purdue products.

Gifts may never be provided to customers:
For the personal benefit of a customer (such as floral arrangements,

artwork, music CDs, or tickets to a sporting event)
As cash or a cash equivalent (such as a loan, gift certificate, savings bond, or

lottery ticket)....

[I]t is not appropriate for Purdue to offer entertainment or recreational
activities to a Health Care Professional.

—— Grants may not be provided: ...
to influence or encourage the administration, dispensing, prescribing,

purchasing, or recommending of Purdue products ... [or]

04/11Healthcare Law Compliance ° tO reward a “high Volume” prescriber
Policies (PCA000008931-974) d




Board Advised That Audits Showed Prescribing Was Not Influenced by
Consulting Payments to HCPs

Quarterly Compliance Report ]
to the Board of Directors
for 4Q2013

Bert Weinstein
Vice President, Corporate Compliance
January 16, 2014

PURDUE ™
3

FIDENTIAL - ATTORNEYS' EYES ONLY PPLPO04410797

4Q 2013 Quarterly Compliance Report (PPLP004410797, -08) ﬁ




Board Advised That Audits Showed Prescribing Was Not Influenced by
Consulting Payments to HCPs

2Q 2015 Quarterly Compliance Report (PPLP004412152, -55) ﬂ



Board Followed Standards for Pharma Boards Issued by
The OIG of HHS




In 2015, the Board Was Informed about Expectations for Board Oversight
Issued by the OIG of HHS — And That It Was Satisfying Them

2Q 2015 Quarterly Compliance Report (PPLP004412152, -56-63) H



In 2015, the Board Was Informed about Expectations for Board Oversight
Issued by the OIG of HHS — And That It Was Satisfying Them

|

2Q 2015 Quarterly Compliance Report (PPLP004412152, -56-63) ﬁ




In 2015, the Board Was Informed about Expectations for Board Oversight
Issued by the OIG of HHS — And That It Was Satisfying Them

|

2Q 2015 Quarterly Compliance Report (PPLP004412152, -56-63) H




In 2015, the Board Was Informed about Expectations for Board Oversight
Issued by the OIG of HHS — And That It Was Satisfying Them

|

2Q 2015 Quarterly Compliance Report (PPLP004412152, -56-63) H




In 2015, the Board Was Informed about Expectations for Board Oversight
Issued by the OIG of HHS — And That It Was Satisfying Them

‘ |

2Q 2015 Quarterly Compliance Report (PPLP004412152, -56-63) ﬂ




The Board Reasonably Understood That Purdue Was Operating in
Compliance with Law

* The Board implemented and monitored an extensive compliance program and
financially incentivized compliance

* From 2007-2018, management certified to the Board every quarter that Purdue

was operating in compliance with law and following OIG guidance for pharma
boards

* From 2007-2012, Board received confirmation each year from the OIG of HHS that
Purdue was operating in compliance with its CIA

* In 2012, when the OIG monitorship ended, the Board was informed that Purdue
hired a major law firm to provide continuing review of the compliance program

+ Management reported to the Board that Purdue’s compliance program was
audited twice by outside counsel and received positive reviews both times

—



In re Purdue Pharma LP et al.

Joseph Hage Aaronson LLC

Counsel to Raymond Sackler Family (“Side B")
Defense Presentation Part 1: Overview

April 26, 2021

—



