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1 The debtors in these chapter 11 cases (“Debtors” or “Purdue”), along with the last four digits of their federal tax 

identification numbers, are Purdue Pharma Manufacturing L.P. (3821), Purdue Pharma Inc. (7486), Purdue 
Transdermal Technologies K.P. (1868), Purdue Pharmaceuticals L.P. (0034), Imbrium Therapeutics L.P. (8810), 
Adlon Therapeutics L.P. (6745), Greenfield BioVentures L.P. (6150), Seven Seas Hill Corp. (4591), Ophir Green 
Corp. (4594), Purdue Pharma of Puerto Rico (3925), Avrio Health L.P. (4140), Purdue Pharmaceutical Products 
L.P. (3902), Purdue Neuroscience Company (4712), Nayatt Cove Lifescience Inc. (7805), Button Land L.P. (6166), 
Rhodes Associates L.P. (N/A), Paul Land Inc. (7425), Quidnick Land L.P. (7584), Rhodes Pharmaceuticals L.P. 
(6166), Rhodes Technologies (7143), UDF LP (0495), SVC Pharma LP (5717), and SVC Pharma Inc. (4014). The 
Debtors’ principal offices are at One Stamford Forum, 201 Tresser Boulevard, Stamford, CT 06901. 
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To the Honorable Robert D. Drain, United States Bankruptcy Judge: 

 The Ad Hoc Group of Non-Consenting States (the “Non-Consenting States”)2 submits this 

statement in support of the motions filed by the Official Committee of Unsecured Creditors 

seeking production of documents inappropriately withheld as privileged (“Privilege Motions”) 

[Docket. Nos. 1752, 1753] and states as follows: 

PRELIMINARY STATEMENT 

1. The Non-Consenting States submit this Statement in accordance with the agreed 

briefing schedule entered by the Court.  The Non-Consenting States likewise remain fully 

committed to engaging in the mediation to strive to reach consensual resolutions in these cases. 

BACKGROUND 

2. The Official Committee and the Non-Consenting States are investigating Purdue 

and the Sacklers’ role in the opioid crisis, their related liability, and whether transfers of billions 

of dollars out of Purdue at the Sacklers’ direction (together with others), and for the direct or 

indirect benefit of the Sacklers or their enterprises, were intentionally or constructively fraudulent.  

This work is critical to the States’ determination whether to support a chapter 11 plan that releases 

non-debtor third parties, including members of the Sackler family, the Debtors’ current or former 

directors and officers, or other third parties. 

3. As set forth in the Privilege Motions, Sackler family members withheld documents 

relevant to that inquiry based on incorrect assertions of privilege, and the Sacklers’ Objections to 

the motions are unavailing. 

 
2 California, Colorado, Connecticut, Delaware, the District of Columbia, Hawaii, Idaho, Illinois, Iowa, Maine, 

Maryland, Massachusetts, Minnesota, Nevada, New Hampshire, New Jersey, New York, North Carolina, Oregon, 
Pennsylvania, Rhode Island, Vermont, Virginia, Washington, and Wisconsin. 
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4. As the Official Committee noted in its Privilege Motions, a party seeking discovery 

under the crime-fraud exception must establish: (1) that “there is probable cause to believe that a 

crime or fraud has been attempted or committed”; and (2) “that the communications were in 

furtherance thereof.”  Sec. Inv. Prot. Corp. v. Bernard L. Madoff Inv. Secs. LLC, 319 F.R.D. 100, 

107 (S.D.N.Y. 2017) (quoting In re Richard Roe, Inc., 68 F.3d 38, 40 (2d Cir. 1995)).  Courts also 

articulate this standard as requiring “substantial reason” to believe that the party engaged in or 

attempted fraud and used communications with an attorney to do so.  Id. 

5. The Official Committee’s Privilege Motions forcefully demonstrate, with evidence, 

that there is “probable cause” and “substantial reason” to conclude that the Sacklers repeatedly 

engaged in fraud and committed crimes in operating Purdue and secreting its assets and have 

withheld communications with attorneys that furthered the fraud and crimes.3   

6. In response, the Sacklers retreat to their claim that the entire nationwide litigation 

against them is a mistake.  They say they have secret “overwhelming evidence” that, though it has 

never been revealed publicly, shows “the allegations against the Raymond Sackler Family in the 

underlying litigation are factually unsupported.”4 

7. Contrary to the Sacklers’ unsupported declarations of innocence, the evidence 

shows pervasive fraud and crime.  In 2019, a Massachusetts Superior Court reviewed scores of 

documents supplied by the Sacklers, at the Sacklers’ request, and concluded:  

This Court has nevertheless examined the documents – including Board minutes – 
relating to these allegations and is satisfied that the Commonwealth has met its 
burden of producing evidence showing that each of the named defendants 
participated in making or approving false representations knowingly sent into 

 
3 See Official Committee of Unsecured Creditors’ Motion to Compel Production of Purportedly Privileged 

Documents, or for in Camera Review, Based on Good Cause, Crime Fraud, and at Issue Exceptions to Claims of 
Privilege ¶¶ 16-35, 72-81, Docket No. 1753.  

4 Amended Raymond Sackler Family’s Opposition to the Official Committee of Unsecured Creditors’ Exceptions 
Motion at 1, Docket No. 1815 (“RSF Opp.”). 
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Massachusetts with the intent that Massachusetts residents rely on those 
misrepresentations, resulting in injury to them.5   
 

Because that Court was deciding personal jurisdiction arguments on a motion to dismiss, it did not 

make a fact finding about the falsity of representations; but it did assess the “evidence showing 

that each of the named defendants participated in making or approving” Purdue’s marketing 

scheme.6  Richard Sackler, David Sackler, Theresa Sackler, Mortimer Sackler, Ilene Sackler 

Lefcourt, and Kathe Sackler – as well as current CEO Craig Landau, current board members Peter 

Boer and Cecil Pickett, and others – all participated in making or approving the representations. 

8. Regarding the prerequisites of the crime-fraud exception, the Sacklers say: “The 

UCC does not even argue, much less offer evidence to prove, that any of the claims against PPLP 

in the underlying litigation can be established.  It assumes PPLP’s underlying liability—which has 

never been substantiated by any judgment and has been hotly contested.”7  But that is false. 

9. Last month, Purdue agreed to plead guilty to multiple felonies, including a decade-

long conspiracy to encourage unnecessary, illegal, and dangerous prescriptions of Purdue opioids: 

“Beginning in or about May 2007 and continuing until in or about March 2017 … Purdue 

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.”8  The 

DOJ’s summaries of facts included in both the Purdue and Sackler settlement agreements illustrate 

how Purdue’s misconduct was not a rogue act by a low-level employee, but instead was directed 

from the top of the company by the Sacklers and the executives they oversaw.9 

 
5 Commonwealth of Massachusetts v. Purdue Pharma LP, No. 1884-CV-01808, 36 Mass. L. Rptr. 111, at *6 (Mass. 

Sup. Ct. Oct. 8, 2019). 
6 See id. at *5-6. 
7 RSF Opp. at 6. 
8 Plea Agreement, Docket No. 1828, Ex. B at 17 (“Plea Agreement”). 
9 See Addendum A to Purdue Settlement Agreement ¶¶ 1-216, Docket No. 1828-2 (“Purdue Addendum A”); 

Addendum to A to Sackler Settlement ¶¶ 1-170, Docket No. 1833 (“Sackler Addendum A”). 
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10. The Sacklers say: “Critically, over two-thirds of the Distributions were made in 

2008-2012, when PPLP was under a federal monitorship, as required by PPLP’s Corporate 

Integrity Agreement.”10  Though PPLP was under a federal monitorship, what is significant about 

the 2008-2012 period is that it did not deter Purdue’s criminal activity under the leadership of the 

Sacklers.  Purdue has admitted that it intentionally engaged in a criminal conspiracy to aid the 

dispensing of opioids without a legitimate medical purpose throughout that time – beginning “in 

or about May 2007,” within weeks of its first criminal conviction, and continuing until 2017.11  

The timing, therefore, does not support the Sacklers’ argument in the way that they wish it would.  

Instead, it shows that the Sacklers extracted billions from Purdue as Purdue was violating a 

Corporate Integrity Agreement and committing intentional fraudulent and criminal acts. 

MORE EVIDENCE OF CRIMES AND FRAUD 

11. Much more evidence confirms that the Sacklers led the dangerous conduct at 

Purdue.  Some of that evidence is cited in the Official Committee Privilege Motions and its 

response filed in further supports of the Privilege Motions (the “Response”).  Some more of that 

evidence, from the States’ investigations, is described below. 

12. In the fallout from Purdue’s first criminal conviction in 2007, Congress enacted a 

law granting FDA the authority to require Risk Evaluation and Mitigation Strategies (“REMS”) 

for certain prescription drugs to ensure that the benefits of these drugs outweigh their risks.12  In 

October 2008, FDA notified Purdue that it was required to submit a REMS plan that would add 

ground-breaking restrictions on the use of OxyContin, including a requirement that OxyContin 

 
10 RSF Opp. at 11. 
11 Plea Agreement at 16. 
12 See Standardizing and Evaluating Risk Evaluation and Mitigation Strategies (REMS) (Sept. 2014), available at 

https://www.fda.gov/files/about%20fda/published/Standardizing-and-Evaluating-Risk-Evaluation-and-Mitigation-
Strategies-(REMS).pdf. 
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could be prescribed only by doctors who completed mandatory specialized training.13  The 

Sacklers recognized this public health initiative as a grave threat to their profit.  Purdue directors 

Jonathan Sackler and Peter Boer instructed Craig Landau to find a way to deflect the FDA in order 

to “save the business.”14  (Boer is a Sackler family loyalist who remains on the Board of Purdue 

even today, and Landau is now the CEO.)  Richard Sackler’s daughter Marianna worked with 

Landau and a team of McKinsey consultants to block requirements that would reduce sales.15  The 

team implemented a plan to “band together” with other opioid sellers to avoid restrictions that 

could cause a “significant” loss of revenue.16  They succeeded.  Even to this day, the FDA has 

never required specialized training for OxyContin prescribers.17 

13. Preparing for an FDA meeting in 2009, the team reviewed the “hardest questions” 

that the FDA might ask.18  For the question, “Why should we trust you?,” the Answer Book said: 

“We acknowledge mistakes made in the past.  We have x, y and z measures in place that did not 

exist before.”19  For the question, “Who at Purdue takes personal responsibility for all these 

deaths?,” the Answer Book said: “We all feel responsible.”  Purdue has now admitted that it 

 
13 Ex. B, Oct. 4, 2008 Email from Rob Rosiello, MCK-MAAG-0119373, attaching letters from Bob Rappaport, 

Director, Division of Anesthesia, Analgesia and Rheumatology Products, Office of Drug Evaluation II, CDER, 
MCK-MAAG-0119375 and MCK-MAAG-0119381.  As set forth in the Declaration of Gillian Feiner (Ex. A), 
Exhibits B-T, each bearing prefix MCK-MAAG, were produced by McKinsey & Company pursuant to 
Massachusetts General Laws chapter 93A § 6(6) and are filed pursuant to that section (“such material or information 
may be disclosed by the attorney general in court pleadings or other papers filed in court”). 

14 Ex. C, Oct. 24, 2008 Email from Maria Gordian, MCK-MAAG-0117875.  Peter Boer remains on the Board of 
Directors of Purdue today. 

15 See Ex. D, Jan. 20, 2009 Email from Rob Rosiello, MCK-MAAG-0118819. 
16 Ex. E, Oct. 16, 2008 Email from Loren Griffith, MCK-MAAG-0128552, and attachment, MCK-MAAG-0128553 

at slides 0-1. 
17 See FDA Reconsiders Painkiller Training Requirements for Doctors, NBC News (May 2, 2016, 9:10 AM), available 

at https://www.nbcnews.com/health/health-news/fda-reconsiders-painkiller-training-requirements-doctors-
n565866 (“The FDA's initial ideas to improve safety included mandatory certification for doctors … But industry 
pushed back … The FDA’s final plans were ultimately much milder than its initial proposals.”). 

18 Ex. F, Sept. 24, 2009, FDA Advisory Committee on Reformulated OxyContin: Question & Answer Book, MCK-
MAAG-0152135 (excerpted; includes slides 0,1, 2, 11, and 12 of slide deck numbered 0-121). 

19 Id. at slide 11. 
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committed felonies to encourage medically unnecessary opioid prescriptions at the very same time 

as that FDA meeting.20  And, since that meeting, many more thousands of Americans have been 

harmed by Purdue’s opioids, overdosed, and died.21 

14. The Sacklers’ intervention to block the OxyContin REMS fits a pattern of Sacklers 

controlling the action at Purdue.  In October 2008, the same month as the FDA’s letter, a consultant 

who interviewed Purdue staff recorded that “the Board gets involved in too many decisions that it 

shouldn’t” and “[t]he Board makes almost all the important decisions.”22  The consultant 

elaborated: “[t]he brothers who started the company viewed all employees like the guys who ‘trim 

the hedges’ – employees should do exactly what’s asked of them and not say too much.”23  Five 

days later, a Purdue executive wrote to a different consultant from his personal email account to 

warn them that Purdue CEO John Stewart “may be at a ‘tipping point’ with Purdue Board” because 

of the “FDA threat to Oxy.”24  The next day, a consultant reported on an interview with senior 

Purdue attorney Phil Strassburger: “Decision-making at Purdue is an ‘utter failure’ … There are 

two primary reasons for the inadequate decision-making … The first is interference by the Board 

… the Board is involved in all levels of decision-making on a weekly basis … Dr. Richard in 

particular is highly involved.”25  Another consultant on the OxyContin projects described her role 

 
20 Id. at slide 12. 
21 See United HealthCare Services, Inc.’s Proof of Claim No. 135053, Attachment at 2, available at 

https://restructuring.primeclerk.com/purduepharma/Home-ClaimDetails?id=MzE5MTYyOQ== (“between 
January 1, 2008 and December 31, 2019, United paid healthcare benefits and reimbursement for hundreds of 
thousands members who were diagnosed with OUD after receiving a prescription for an opioid manufactured and 
marketed by Debtors”); Overdose Death Rates, Nat’l Institutes of Health, available at 
https://www.drugabuse.gov/drug-topics/trends-statistics/overdose-death-rates. 

22 Ex. G, Oct. 16, 2008 Email from Jonathan Cain, MCK-MAAG-1071727; see also Sackler Addendum A ¶ 12 (“the 
role of the board and that of the management is blurred … executives, management, board, and shareholders all in 
one [and] worked collaboratively with other managers on a daily basis … with the Board of Directors serving as the 
‘de-facto’ CEO”). 

23 Ex. G, Oct. 16, 2008 Email from Jonathan Cain, MCK-MAAG-1071727. 
24 Ex. H, Oct. 21, 2008 Email from William Mallin, MCK-MAAG-1072780. 
25 Ex. I, Oct. 22, 2008 Email from Jonathan Cain, MCK-MAAG-0201523. 
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as “counselor to Richard Sackler” and “look[ed] forward to deepening our relationships with the 

Sackler family and serving them.”26 

15. In 2013, the Sacklers learned that efforts by pharmacies to comply with the law and 

protect public health threatened to reduce their profit.  A memo sent to the Sacklers explained that 

“Walgreens implemented a nationwide requirement that its pharmacists rigorously review and 

evaluate the appropriateness of Class 2 prescriptions,” including Purdue opioids.27  Purdue CFO 

Ed Mahony warned: “similar efforts are in various stages at other pharmacies.  The result of this 

effort may increasingly depress future prescriptions.  The Purdue management team will report on 

this and other environmental factors at the July 25, 2013 Board meeting.”28 

16. As documents released by the U.S. House Oversight Committee show, Purdue hired 

McKinsey to address the factors limiting OxyContin sales and “oversee the execution of a plan to 

pursue the greatest opportunities for boosting growth.”29  On August 15, 2013, Sackler directors 

and other board members met with the CEO and Sales VP about OxyContin sales tactics.30  A 

week later, Richard Sackler arranged a face-to-face meeting with McKinsey to review tactics to 

“Turbocharge the Sales Engine.”31   

 
26 Ex. J, Mar. 26, 2009 Memo from Maria Gordian, MCK-MAAG-0118669. 
27 Ex. K, Jul. 16, 2013 Email from Ed Mahony to the Board, MCK-MAAG-0117520, attaching June 2013 Financial 

Statement Cover Memo at MCK-MAAG-0117521. 
28 Id. 
29 Purdue Pharma L.P. Selected Investigation Documents Part I, Committee on Oversight and Reform U.S. House of 

Representatives, at 35, available at 
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/102720%20Purdue%20Documents%20Part
%20I.pdf. 

30 Ex. L, Aug. 15, 2013 Email from Arnab Ghatak, MCK-MAAG-0112710 (attaching slides titled “Identifying 
OxyContin Growth Opportunities”); see also Sackler Addendum A ¶ 91 (“On August 15, 2013, Purdue’s CEO and 
a Purdue executive discussed the consulting company’s progress on evaluating growth opportunities for OxyContin 
with the Board, including the Named Sacklers.  Their presentation noted that the analysis would include an 
examination of ‘relatively more sudden declines in tablets per prescriptions and prescriptions for 40 mg and 80 mg 
strengths’ and ‘prescriber segmentation and targeting.’”). 

31 Purdue Pharma L.P. Selected Investigation Documents Part I, Committee on Oversight and Reform U.S. House of 
Representatives, at 38, 45, available at 
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/102720%20Purdue%20Documents%20Part
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17. Even Purdue’s own Vice President of Sales & Marketing was skeptical about 

turbocharging the sales engine.  He warned: “I have some real concerns with the thought that our 

issues center on a need to turbocharge sales.”32  He noted that “a majority of this year’s sales loss 

is in less tabs and continued drop in higher strengths … the tides against using opioids long term, 

in higher doses are all under fire.”33  But another long-time Purdue executive, David Lundie, 

observed that a proposal to “turbocharge” sales “will catch the attention of the shareholders” – i.e., 

the Sacklers.34   

18. Lundie was right.  After meeting with the Sacklers, McKinsey partner Arnab 

Ghatak reported:  “The board mtg today went very well – the room was filled with only family … 

We went through exhibit by exhibit for about 2 hrs.  They were extremely supportive of the 

findings and our recommendations … and wanted to strongly endorse getting going on our 

recommendations.”35  Ghatak’s colleague Martin Elling agreed: “the findings were crystal clear to 

everyone and they gave a ringing endorsement of ‘moving forward fast.’”36 

19. As the Department of Justice has described, the plan that the Sacklers endorsed 

involved “focusing sales calls on extremely high-volume opioid prescribers and removing sales 

representative discretion with respect to call plans” and targeting doctors who wrote “25 times as 

many OxyContin prescriptions as other providers.”37  The DOJ found that: “Purdue’s Abuse and 

Diversion Detection (‘ADD’) program and Region Zero list, of which the Named Sacklers were 

 
%20I.pdf; see also Sackler Addendum A ¶ 93 (“Richard Sackler subsequently arranged for a face-to-face meeting 
for the Board with the consulting company outside of the presence of Purdue executives.”). 

32 Ex. M, Aug. 14, 2013 Email from Russell Gasdia, MCK-MAAG-0119733. 
33 Id. 
34 Ex. N, Aug. 23, 2013 Email from David Lundie, MCK-MAAG-0117328. 
35 Ex. O, Aug. 23, 2013 Email from Arnab Ghatak, MCK-MAAG-0112331; see also Sackler Addendum A ¶ 95 

(“strongly endorse getting going on our Recommendations”). 
36 Ex. O, Aug. 24, 2013 Email from Martin Elling, MCK-MAAG-0112331; see also Sackler Addendum A ¶ 96 

(“ringing endorsement of ‘moving forward fast’”). 
37 Sackler Addendum A ¶¶ 84-85. 
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aware, contain examples of high-volume prescribers detailed during [the project] that Purdue’s 

own employees suspected were writing medically unnecessary prescriptions.”38  Indeed, “even 

after they were reported to ADD, Purdue continued to detail and generate prescriptions from high-

volume prescribers that were prescribing opioids that were not for a medically accepted indication; 

were unsafe, ineffective, and medically unnecessary; and that were often diverted for uses that 

lacked a legitimate medical purpose.”39 

20. For Purdue, we now know that generating unsafe and medically unnecessary 

prescriptions was a corporate felony.  Purdue has admitted that not-yet-named individuals 

“knowingly and intentionally conspired and agreed with others to aid and abet HCPs’ dispensing, 

without a legitimate medical purpose.”40  The Sacklers have not admitted to anything.  But the 

evidence of who made the decisions at Purdue is clear.  And the DOJ’s conclusion about the 

Sacklers is clear too — they knowingly committed fraud: 

[T]he Named Sacklers knowingly caused the submission of false and fraudulent 
claims to federal health care benefit programs for Purdue’s opioid drugs that were 
prescribed for uses that were unsafe, ineffective, and medically unnecessary, and 
that were often diverted for uses that lacked a legitimate medical purpose.41 

Why did the Sacklers do it?  For the money.  The DOJ reviewed Sackler emails, showing what 

David, Richard, Jonathan, and Mortimer Sackler wrote in their own words,42 and reached this 

conclusion about the Sacklers’ fraud: 

[A]t the Named Sacklers’ request, billions of dollars were transferred out of Purdue 
as cash distributions of profits and transfers of assets into Sackler family holding 
companies and trusts.  Certain of these distributions and transfers were made with 

 
38 Sackler Addendum A ¶ 117. 
39 Sackler Addendum A ¶ 126. 
40 Plea Agreement at 17. 
41 Sackler Addendum A ¶ 5. 
42 See, e.g., Sackler Addendum A ¶ 161 (David: “We’re rich?  For how long?  Until which suits get through to the 

family?”); ¶ 162 (Richard: “distribute more free cash”); ¶ 163 (Mortimer: Purdue in a “death spiral” ); ¶ 164 
(Jonathan: “we’ve taken a fantastic amount of money out of the business”). 
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the intent to hinder future creditors and/or were otherwise voidable as fraudulent 
transfers.43 

21. In 2014, consultants reported that the Sacklers continued to drive Purdue’s 

turbocharge scheme, known by the euphemism “E2E.”44  A consultant recorded in his “raw notes” 

for Ghatak and others: “Don’t take foot off pedal.  Must deliver E2E.  Critical for credibility with 

Board.  Accelerate ….”45 

22. The national opioid crisis accelerated too.  By November 2017, staff prepared to 

brief the Sacklers on ways to salvage business with health insurance companies by paying a rebate 

to the insurers for each patient who overdosed or developed opioid use disorder.46  Their analysis 

showed that paying a rebate could be an “attractive option” for Purdue if the payment was in the 

range of $6,000 to $14,000 for each patient who was harmed.47  The money would not go to the 

patient, but it would encourage the insurance company to keep paying for Purdue drugs.  The same 

analysis showed that the majority of OxyContin prescriptions exceeded the guidelines for opioid 

doses set by the Centers for Disease Control; the CDC warned doctors to avoid increasing doses 

to 90 morphine milligram equivalents (“MME”), but 51% of Purdue’s OxyContin patients 

exceeded that guideline, and Purdue’s average was 113 MME.48 

23. Eventually, the people who were closest to the Sacklers realized they had gone 

down the wrong path.  Even though Craig Landau led Purdue’s effort to block required training 

for opioid prescribers, Landau admitted that the opioid crisis was caused by “Too many Rxs being 

 
43 Sackler Addendum A ¶ 6. 
44 See Sackler Addendum A ¶ 82 (“the ‘Evolve to Excellence’ initiative, or ‘E2E’”). 
45 Ex. P, Mar. 13, 2014 Email from John Goldie, MCK-MAAG-0119088. 
46 Ex. Q, Nov. 28, 2017 Email from Anna Draganova, MCK-MAAG-1001200, and attachment, MCK-MAAG-

1001201 at slide 8. 
47 Ex. R, Dec. 20, 2017 Email from Christen Tingley, MCK-MAAG-0201384, and attachment, MCK-MAAG-

0201388 (excerpted; includes slides 1-41) at slide 20 (“more attractive options”), slide 40 (rebate amounts). 
48 Id. at slide 23 (dose data for Purdue prescriptions); CDC Guidelines for Prescribing Opioids for Chronic Pain, 

available at https://www.cdc.gov/drugoverdose/pdf/guidelines_at-a-glance-a.pdf. 
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written, Too high a dose, For too long, For conditions that often don’t require them, By doctors 

who lack the requisite training in how to use them appropriately.”49  When Purdue hired McKinsey 

to disassemble the sales engine that it had previously been paid to “turbocharge,” the consultants 

quoted Landau: “this is the changes [sic] we should have done 5 years ago.”50  In those five years, 

tens of thousands of Americans overdosed and died.51   

24. The next summer, when news broke that a state attorney general had sued the 

Sacklers and other directors and executives, McKinsey consultant Martin Elling, who had met with 

the Sackler family to plan to turbocharge the sales engine, wrote to Arnab Ghatak, who also 

attended that meeting: “It probably makes sense to have a quick conversation with the risk 

committee to see if we should be doing anything other than eliminating all our documents and 

emails.”52  Ghatak replied: “Will do.”53  Whatever documents and emails they wanted to eliminate, 

the evidence that survives tells the story of the Sacklers’ role in crimes and fraud. 

CONCLUSION 

25. The time for wondering whether crimes and fraud were committed at Purdue is 

past.  We know that not-yet-named individuals at Purdue committed fraud and crimes over and 

over.  We know that their crimes continued for more than a decade, even after Purdue’s first 

criminal conviction, while the Sacklers controlled the company and reaped for themselves billions 

 
49 Commonwealth of Massachusetts v. Purdue Pharma L.P., et. al., No. 1884-CV-01808 (Mass. Sup. Ct. Jan. 31, 

2019), Compl. ¶ 832 (citing Sept. 18, 2017 Email from Craig Landau, PPLPC021000904935), available at 
https://www.mass.gov/files/documents/2019/07/11/43_01%20First%20Amended%20Complaint%20filed%2001-
31-2019_0.pdf. 

50 Ex. S, Dec. 6, 2017 Email from Amir Golan, MCK-MAAG-0089955 (“Craig understands that Purdue has to go 
through significant change (‘this is the changes we should have done 5 year ago’), given the expected significant 
decline in sales….”). 

51 See Overdose Death Rates, Nat’l Institutes of Health, available at https://www.drugabuse.gov/drug-topics/trends-
statistics/overdose-death-rates. 

52 Ex. T, Jul. 4, 2018 Email from Martin Elling, MCK-MAAG-1056712. 
53 Id. 
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of dollars in profits the whole time.  And, for each of the fraudulent schemes that has been laid out 

in detail in Schedule A of the Plea Agreement,54 Addendum A to Purdue’s Settlement 

Agreement,55 Addendum A to the Sacklers’ Settlement Agreement,56 the Official Committee’s 

Privilege Motions and Response, and this Statement, there is more than sufficient “probable cause” 

to demonstrate that the Sacklers participated in the fraud and are improperly withholding 

communications with attorneys that were in furtherance thereof.  Sec. Inv. Prot. Corp., 319 F.R.D. 

at 107. 

26. The Court should grant the Privilege Motions, and the Sacklers should turn over 

the withheld evidence. 

Dated: November 18, 2020  Respectfully submitted, 
 New York, New York 
     PILLSBURY WINTHROP SHAW PITTMAN LLP 
 
     By:     Andrew M. Troop    

Andrew M. Troop 
Andrew V. Alfano 
31 West 52nd Street 
New York, NY 10019 
(212) 858-1000  
andrew.troop@pillsburylaw.com 
andrew.alfano@pillsburylaw.com 
 
Jason S. Sharp, admitted pro hac vice  
1200 17th Street NW 
Washington, D.C. 20036 
(202) 663-8019 
jason.sharp@pillsburylaw.com 

 
Counsel to the Ad Hoc Group of Non-Consenting States 

 
54 See Plea Agreement, Schedule A. 
55 See Purdue Addendum A. 
56 See Sackler Addendum A. 
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CERTIFICATE OF SERVICE 

I, Andrew V. Alfano, hereby certify that, on November 18, 2020, I caused true and correct 
copies of the foregoing document to be served (i) by the Court’s Case Management/Electronic 
Case File (CM/ECF) System to all parties who are deemed to have consented to electronic service; 
(ii) by email upon the parties who provided email addresses set forth in the Master Service List 
maintained by the Debtors in respect of these chapter 11 cases; and (iii) by email upon the 
chambers of the Honorable Judge Robert D. Drain (rdd.Chambers@nysb.uscourts.gov) and the 
Office of the United States Trustee for the Southern District of New York (Attn: Paul K. 
Schwartzberg, paul.schwartzberg@usdoj.gov).  

 

/s/ Andrew V. Alfano   
Andrew V. Alfano 
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Declaration of Gillian Feiner 
 
Under 28 U.S.C. § 1746, I, Gillian Feiner, declare under the penalty of perjury that the following 

is true and correct to the best of my knowledge, information, and belief: 

1. This declaration is submitted in support of the Ad Hoc Group of Non-Consenting 

States’ Statement in Support of the Official Committee of Unsecured Creditors’ Motions to 

Compel Production of Purportedly Privileged Documents or for in Camera Review. 

2. I am an attorney in good standing admitted to practice in the Commonwealth of 

Massachusetts and I am Senior Enforcement Counsel in the office of Massachusetts Attorney 

General Maura Healey.  I am admitted in these cases pro hac vice.  See ECF 121.  I make this 

Declaration based on my own personal knowledge and belief, and upon documents and 

information available to me as counsel to the Commonwealth of Massachusetts. 

3. Exhibits B-T, filed together with this Declaration, each bearing prefix MCK-

MAAG, were produced to the Massachusetts Attorney General by McKinsey & Company pursuant 

to Massachusetts General Laws chapter 93A § 6(6), and they are filed pursuant to that section, 

which provides that “such material or information may be disclosed by the attorney general in 

court pleadings or other papers filed in court.” 

 
Respectfully submitted this 18th day of November, 2020: 
 
 

/s/ Gillian Feiner 
Gillian Feiner, Mass. BBO No. 664152 
Senior Enforcement Counsel 
Office of the Attorney General 
One Ashburton Place 
Boston, MA 02108 
617-963-2571 
gillian.feiner@mass.gov 
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Message 

From: Rob Rosiello [CN=Rob Rosiello/OU=STA/OU=NorthAmerica/O=MCKINSEY] 
Sent: 10/4/2008 3:12:31 PM 
To: Maria Gordian [CN=Maria Gordian/OU=NYO/OU=NorthAmerica/O=MCKINSEY] 
Subject: Fw: OTR Action Letters ... 
Attachments: NDA 22272 Action Letter.pdf; OxyContin 5-058 IR letter.pdf 

From: "Mallin, William" [William.Mallin@pharma.com] 
Sent: 10/04/2008 10:41 AM AST 
To: Rob Rosiello 
Subject: Fw: OTR Action Letters ... 

Fyi 

From: Weingarten, Brianne 
To: Connelly, Beth; Fox, John; Green, Jerry; Kelly, Charles; Kelly, James; Kreppel, Rachel; Mallory, Charles; Perrino, 
Peter; Pollock, David; Sparta, Gregory; Udell, Andrew 
Cc: Mallin, William; Gasdia, Russell; Udell, Howard; Kaiko, Dr Robert; Steiner, LaDonna; Fletcher, Mark; Mahony, Edward; 
Dolan, James; Innaurato, Mike; Strassburger, Philip; Santopolo, Anthony; Landau, Dr. Craig; Harris, Stephen; Schady, 
Kathleen; Zerillo, Jeffrey; Lundie, David 
Sent: Sat Oct 04 09:12:34 2008 
Subject: FW: OTR Action Letters ... 

All , 

Please see the attached from FDA. 

OTR Team, we will meet on Monday to study further. 

BW 

From: Santopolo, Anthony 
Sent: Saturday, October 04, 2008 8:51 AM 
To: Weingarten, Brianne 
Cc: Santopolo, Anthony 
Subject: Fw: Finally ...... 

Confidential Pursuant to M.G.L.A. Ch. 93A § 6(6) MCK-MAAG-0119373 
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This came last night. I sent to John and Craig. 
Tony 

Sent from my BlackBerry Wireless Hand held 

From: Basham, Lisa 
To: Santopolo, Anthony 
Sent: Fri Oct 03 17:18:30 2008 
Subject: Finally ...... 

«NDA 22272 Action Letter.pdf» «OxyContin S-058 IR letter.pdf» 

The reason for two letters will become apparent as you review the content of each. 

Warm Regards, 

Lisa Basham, MS 
Regulatory Project Manager 
Division of Anesthesia, Analgesia and Rheumatology Products 
301-796-1175 

NOA 22272 Action OxyContin S-058 

New email: lisa.basham@fda.hhs.gov 
Letter.pdf IR letter.pdf 

Confidential Pursuant to M.G.L.A. Ch. 93A § 6(6) MCK-MAAG-0119374 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

NDA22-272 

Purdue Pharma L.P. 
One Stamford Forum 
Stamford, CT 06901-3431 

Attention: Anthony C. Santopolo M.D. 
Vice President, Regulatory Affairs 

Dear Dr. Santopolo: 

Public Health Service 

Food and Drug Administration 
Rockville, MD 20857 

COMPLETE RESPONSE 

Please refer to your new drug application (NDA) dated November 29, 2007, received November 
29, 2007, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA) 
for OxyContin (Oxycodone Hydrochloride Controlled-Release Tablets), 10, 15, 20, 30, and 40 
mg. 

We acknowledge receipt of your amendments dated November 30, December 19, 20, and 21, 
2007, and January 14, February 8, 12, 14 (2), and 15 (2), March 7, 10, 14, 18, 25 (2), and 27, April 
11 and 23, May 7, and August 20, and September 26, 2008. 

We also acknowledge receipt of your amendment dated April 23, 2008, which was not reviewed 
for this action. You may incorporate applicable sections of the amendment by specific reference 
as part of your response to the deficiencies cited in this letter. 

We have completed the review of your application, as amended, and have determined that we 
cannot approve this application in its present form. We have described below our reasons for this 
action and, where possible, our recommendations to address these issues. 

1. Provide a new product name for the reformulated strengths if you intend to continue to market 
the original formulation at any strength at the same time as you intend to market the 
reformulated tablets. It is not acceptable to have some reformulated strength tablets and the 
same original formulation strength tablets available on the market at the same time with the 
same product name. 

2. Provide studies of the new formulation that demonstrate the effects of physical and/or 
chemical manipulation and that incorporate the following: 

Confidential Pursuant to M.G.L.A. Ch. 93A § 6(6) MCK-MAAG-0119375 
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NDA22-272 
Page2 

a. The testing must be conducted in a blinded manner, preferably by an independent third 
party. 

b. The methods used to assess the physical characteristics of the product must be reassessed. 
Consult individuals experienced in the intentional extraction of oxycodone from 
OxyContin for abuse to determine the methods for testing that will most likely replicate the 
methods encountered once the product is marketed. The resultant testing methods should 
then undergo a validation procedure to ensure they are conducted in a reproducible and 
meaningful manner. 

c. Consult experts on extraction techniques to fully assess your proposed extraction testing 
protocols and to evaluate the data upon completion. 

d. Provide data documenting the amount of oxycodone released if the reformulated tablet is 
chewed after crushing or prior softening in water or in other solvents. 

e. Conduct studies to determine the relative rate of release of the active pharmaceutical 
ingredient from all strengths of crushed and milled tablets to determine whether all dosage 
strengths retain the controlled-release properties after crushing and milling and that dose 
dumping does not occur. It is recommended that you extend the grinding time, for these 
studies as well as the extraction studies, to greater than one minute in order to obtain a 
more homogenous particle size powder. 

f. Provide data documenting how altering the grinding conditions, such as longer grinding 
periods or the use of grinders other than regular coffee grinders, might affect the final 
particle size distribution of the tablets for all strengths and whether these efforts might 
render a product suitable for insufflation. 

3. As noted during Division of Scientific Investigations inspection of Study OTR1005, accuracy 
of Period 1 oxycodone concentrations for subjects 5040-5042 in run 07307cgal4a and subjects 
5043, 5044, and 5046 in run 07307cgbl4a cannot be assured. Therefore, before data from 
Study OTR1005 can be accepted, reanalyze and submit the data from study OTR1005 
demonstrating bioequivalence after completely excluding data from subjects 5040, 5041, 5042, 
5043, 5044, and 5045. Alternatively, reanalyze the plasma concentrations as identified and 
confirm the original values. 

4. For the reasons described below, you must submit a proposed Risk Evaluation and Mitigation 
Strategy (REMS). 

5. We reserve comment on the proposed labeling until the application is otherwise adequate. If 
you revise labeling, your response must include updated content of labeling [21 CFR 
314.50(1)(l)(i)] in structured product labeling (SPL) format as described at 
http ://www.fda .gov/oc/datacouncil/spl .html . 

Confidential Pursuant to M.G.L.A. Ch. 93A § 6(6) MCK-MAAG-0119376 
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Page 3 

SAFETY UPDATE 

When you respond to the above deficiencies, include a safety update as described at 21 CFR 
314.50(d)(5)(vi)(b). The safety update should include data from all nonclinical and clinical 
studies/trials of the drug under consideration regardless of indication, dosage form, or dose level. 

1. Describe in detail any significant changes or findings in the safety profile. 

2. When assembling the sections describing discontinuations due to adverse events, serious 
adverse events, and common adverse events, incorporate new safety data as follows: 

• Present new safety data from the studies for the proposed indication using the same 
format as the original NDA submission. 

• Present tabulations of the new safety data combined with the original NDA data. 
• Include tables that compare frequencies of adverse events in the original NDA with the 

retabulated frequencies described in the bullet above. 
• For indications other than the proposed indication, provide separate tables for the 

frequencies of adverse events occurring in clinical trials. 

3. Present a retabulation of the reasons for premature study discontinuation by incorporating 
the drop-outs from the newly completed studies. Describe any new trends or patterns 
identified. 

4. Provide case report forms and narrative summaries for each patient who died during a 
clinical study or who did not complete a study because of an adverse event. In addition, 
provide narrative summaries for serious adverse events. 

5. Describe any information that suggests a substantial change in the incidence of common, 
but less serious, adverse events between the new data and the original NDA data. 

6. Provide updated exposure information for the clinical studies/trials (e.g., number of 
subjects, person time). 

7. Provide a summary of worldwide experience on the safety of this drug. Include an updated 
estimate of use for drug marketed in other countries. 

8. Provide English translations of current approved foreign labeling not previously submitted. 

RISK EVALUATION AND MITIGATION STRATEGIES (REMS) REQUIREMENTS 

Title IX, Subtitle A, Section 901 of the Food and Drug Administration Amendments Act of 2007 
(FDAAA) amends the FDCA to authorize FDA to require the submission of a REMS if FDA 
determines that such a strategy is necessary to ensure that the benefits of the drug outweigh the 
risks (section 505-l(a)). This provision took effect on March 25, 2008. 

Confidential Pursuant to M.G.L.A. Ch. 93A § 6(6) MCK-MAAG-0119377 
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In accordance with section 505-1 of the FDCA, we have determined that a REMS is necessary for 
OxyContin (Oxycodone Hydrochloride Controlled-Release Tablets) to ensure that the benefits of 
the drug outweigh the risks of: 1) use in non-opioid-tolerant individuals; 2) abuse; and 3) 
overdose, both accidental and intentional. We have determined that under section 505-1, the 
REMS for this product must include a Medication Guide, elements to assure safe use, an 
implementation system, and must include a timetable for assessments. You must submit a 
proposed REMS and REMS Supporting Document prior to final approval of this new drug 
application. You have been directed to prepare a REMS for the previously approved formulation 
of OxyContin NDA 20-553. You should review the elements of that REMS in preparing this 
proposed REMS for NDA 22-272. 

Use the following designator to prominently label all submissions relating to this REMS: 

NDA 22-272 PROPOSED REMS 

ADDITIONAL COMMENTS 

1. Serious consideration should be given to using a new trade name for the reformulated product, 
even if you do not intend to have the reformulated product available on the market at the same 
time as the current formulation. This would serve several purposes. First, it would give the 
context of a new product to support the new education program. Second, direct comparison as 
a "new and improved" OxyContin with the potential for a false sense of security would be 
avoided. Third, a novel name would permit national abuse monitoring and prescription 
databases to be able to track use and misuse of the new formulation immediately upon 
marketing and would avoid the situation of a transitional period with overlap of the two 
formulations during which time there could be no meaningful tracking of either product. 

2. We strongly recommend that you submit all promotional material for review by the Agency 
prior to dissemination of the material. Submit all proposed materials in draft or mock-up form, 
not final print. Send one copy to this division and two copies of both the promotional 
materials and the package insert directly to: 

OTHER 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Drug Marketing, Advertising, and Communications 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 

Within one year after the date of this letter, you are required to resubmit or take one of the other 
actions available under 21 CFR 314.110. If you do not take one of these actions, we will consider 
your lack of response a request to withdraw the application under 21 CFR 314.65. A resubmission 

Confidential Pursuant to M.G.L.A. Ch. 93A § 6(6) MCK-MAAG-0119378 
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must fully address all the deficiencies listed. A partial response to this letter will not be processed 
as a resubmission and will not start a new review cycle. 

Under 21 CFR 314.102(d), you may request a meeting or telephone conference with us to discuss 
what steps you need to take before the application may be approved. If you wish to have such a 
meeting, submit your meeting request as described in the FDA Guidance for Industry Formal 
Meetings With Sponsors and Applicants for PDUFA Products, February, 2000 
(http ://www.fda.gov/cder/guidance/2l25fnl .htm). 

The drug product may not be legally marketed until you have been notified in writing that this 
application is approved. 

If you have any questions, call Lisa Basham, Regulatory Project Manager, at (301) 796-1175. 

Confidential Pursuant to M.G.L.A. Ch. 93A § 6(6) 

Sincerely, 

{See appended electronic signature page} 

Bob Rappaport, MD 
Director 
Division of Anesthesia, Analgesia and 

Rheumatology Products 
Office of Drug Evaluation II 
Center for Drug Evaluation and Research 

MCK-MAAG-0119379 
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This is a representation of an electronic record that was signed electronically and 
this page is the manifestation of the electronic signature. 

/s/ 

Bob Rappaport 
10/3/2008 05:06:03 PM 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

NDA 20-553/S-058 

Public Health Service 

Food and Drug Administration 
Rockville, MD 20857 

INFORMATION REQUEST LETTER 

Purdue Pharma L.P. 
One Stamford Forum 
Stamford, CT 06901-3431 

Attention: Beth Connelly 
Assistant Director, U.S. Regulatory Affairs 

Dear Ms. Connelly: 

Please refer to your supplemental new drug application dated May 21, 2007, received May 22, 
2007, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act (FDCA) for 
OxyContin (Oxycodone Hydrochloride Extended-Release) Tablets. 

We also refer to your submission dated February 14, 2008. 

This supplemental new drug application proposes a risk management plan for OxyContin. We 
have completed the review of your application, as amended, and have determined that we cannot 
approve this application in its present form. It will be necessary for you to submit a proposed Risk 
Evaluation and Mitigation Strategy (REMS) for the reasons described below in place of the risk 
management plan. 

For administrative purposes, please withdraw your supplemental new drug application S-058 and 
submit a new supplement containing the proposed REMS. 

RISK EVALUATION AND MITIGATION STRATEGIES (REMS) REQUIREMENTS 

Title IX, Subtitle A, Section 901 of the Food and Drug Administration Amendments Act of 2007 
(FD AAA) amends the FDCA to authorize FDA to require the submission of a REMS for an 
approved drug if FDA becomes aware of new safety information and determines that such a 
strategy is necessary to ensure that the benefits of the drug outweigh the risks (section 505-l(a)). 
This provision took effect on March 25, 2008. 

Since OxyContin was approved on December 12, 1995, for the management of moderate to severe 
pain in patients where use of an opioid analgesic is indicated for more than a few days, we have 
become aware of postmarketing reports of overdose, abuse, and addiction associated with 
OxyContin. This information was not available when OxyContin was granted marketing 

Confidential Pursuant to M.G.L.A. Ch. 93A § 6(6) MCK-MAAG-0119381 
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NDA 20-553/S-058 
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authorization. Therefore, we consider this information to be "new safety information" as defined 
inFDAAA. 

Based on this new safety information, and in accordance with section 505-1 of the FDCA, we 
have determined that a REMS is necessary for OxyContin to ensure that the benefits of the drug 
outweigh the risks of: 1) use of dosages 60 mg and above in non-opioid-tolerant individuals; 2) 
abuse; and 3) overdose, both accidental and intentional. 

Your proposed REMS must contain the following: 

Medication Guide: As one element of a REMS, FDA may require the development of a 
Medication Guide as provided for under 21 CFR Part 208. Under 21 CFR Part 208 and in 
accordance with 505-1, you are responsible for ensuring that the Medication Guide is 
available for distribution to patients who are dispensed OxyContin. Pursuant to 21 CFR 
Part 208, FDA has determined that OxyContin poses a serious and significant public health 
concern requiring the distribution of a Medication Guide. The Medication Guide is 
necessary for patients' safe and effective use of OxyContin. FDA has determined that 
OxyContin is a product that has serious risks (relative to benefits) of which patients should 
be made aware because information concerning the risks could affect patients' decision to 
use, or continue to use OxyContin. FDA has also determined that OxyContin is a product 
for which patient labeling could help prevent serious adverse events. 

Elements to Assure Safe Use: We have determined that elements to assure safe use are 
necessary to mitigate serious risks listed in the labeling of the drug. In addition, we have 
determined that the Medication Guide discussed above is not sufficient to mitigate the 
serious risks. Your REMS must include tools to manage these risks, including at least the 
following: 

1) A plan to ensure that Oxycontin will only be prescribed by prescribers who are 
specially certified under 505-l(f)(3)(A) through the certification process described 
below. At a minimum the plan shall require that: 
(a) Prescribers are trained about: 

(i) proper patient selection 
(ii) appropriate product dosing and administration, 
(iii) general opioid use including information about opioid abuse and how to 

identify patients who are at risk for addiction 
(iv) the risks of OxyContin including: 

1. the risk of overdose caused by exposure to an essentially immediate 
release form of oxycodone due to crushing, chewing or dissolving 
OxyContin 

2. The risk of addiction from exposure to OxyContin 
(v) how to enroll patients into the REMS program 

(b) Prescribers have obtained certification by attesting to the following: 
(i) I have been trained and understand the risks and benefits of chronic opioid 

therapy 

Confidential Pursuant to M.G.L.A. Ch. 93A § 6(6) MCK-MAAG-0119382 
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(ii) I understand OxyContin can be abused and this should be considered when 
prescribing or dispensing OxyContin in situations where I am concerned about 
an increased risk of misuse, abuse, or overdose, whether accidental or 
intentional. 

(iii) I understand that OxyContin Tablets are indicated for the management of 
moderate to severe pain when a continuous, around-the-clock analgesic is 
needed for an extended period of time. 

(iv) I understand that OxyContin dosages of 60 mg and above are for use in 
opioid-tolerant patients only. These tablet strengths may cause fatal 
respiratory depression when administered to patients not previously exposed 
to opioids. 

(v) I will prescribe OxyContin after ensuring documentation of safe use 
conditions described below. 

(vi) I will enroll patients into the REMS program. 
( c) The sponsor will maintain a list of the prescribers who have obtained the 

certification, and provide the list to those needing to verify that a prescriber has 
obtained the required certification. 

( d) Prescribers will be retrained and recertified periodically, at a specified interval. 

2) A plan to ensure that OxyContin is only dispensed by pharmacies, practitioners, or 
healthcare settings (e.g., hospitals) who are specially certified under 505-l(f)(3)(B) by 
requiring that: 
(a) OxyContin is dispensed through certified pharmacies, practitioners, or healthcare 

settings. To obtain certification, a pharmacy, practitioner, or healthcare setting must 
agree to: 
(i) Train their staff, including pharmacists and practitioners, about the REMS 

procedures and education materials 
(ii) Dispense OxyContin after ensuring documentation of safe use conditions 

described below 
(b) The sponsor will maintain a list of the pharmacies, practitioners, or healthcare 

settings who have obtained the certification, and provide the list to those needing to 
verify that the required certification has been obtained. 

( c) Pharmacies, practitioners, or healthcare settings will be retrained and recertified 
periodically, at a specified interval. 

3) A plan to ensure the drug is dispensed to patients with documentation of the following 
safe use conditions under 505-l(f)(3)(D): 
(a) A prescriber must document that he or she: 

(i) Has enrolled each patient by obtaining at the time of first prescribing and on a 
specified periodic frequency thereafter a signed physician-patient agreement 
form that documents safe use conditions, i.e., patients being prescribed the 
higher doses (i.e., 60 mg and above) are opioid tolerant; patients require 
chronic opioid around-the-clock analgesia for moderate to severe pain; 
patients have been counseled about the risks and benefits and appropriate use 
of OxyContin, and about the risk of overdose due to giving OxyContin to 
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someone for whom it has not been prescribed; patients have been provided 
and reviewed the Medication Guide; and patients have been instructed that 
OxyContin tablets are to be swallowed whole and are not to be broken, 
chewed, or crushed because taking broken, chewed, or crushed OxyContin 
tablets leads to rapid release and absorption of a potentially fatal dose of 
oxycodone. 

(ii) Will provide a copy of the signed physician-patient agreement form to the 
sponsor. 

(b) The sponsor will maintain a list of the patients who have been enrolled and verify 
patient enrollment to those needing to verify that a patient has been or has not yet 
been enrolled. The sponsor will provide a unique patient identifier when each 
patient is enrolled. Patient will always be tracked using this unique identifier so that 
the sponsor can monitor OxyContin prescribing for each patient. 

( c) Pharmacies, practitioners, or healthcare settings who dispense OxyContin must 
document that the drug has been dispensed under the following safe use conditions: 
(i) The pharmacy, practitioner, or healthcare setting has dispensed OxyContin 

only to enrolled patients, based on a valid prescription from a certified 
prescriber ( enrolled patients and certified prescribers to be determined from a 
list maintained by the sponsor). 

(ii) The pharmacy, practitioner, or healthcare setting has ensured that patients who 
are receiving the higher strengths (i.e., 60 mg and above) are opioid-tolerant. 

(iii) The phannacy, practitioner, or healthcare setting has counseled patients on 
appropriate product use. 

(iv) The pharmacy, practitioner, or healthcare setting has provided each patient a 
Medication Guide with each prescription and instructed the patient to read it. 

Implementation System: The REMS must include an implementation system to monitor 
and evaluate the implementation of the elements to assure safe use ( outlined above) that 
require that the drug be dispensed to patients with documentation of safe-use conditions. 
Include an intervention plan to address any findings of non-compliance with elements to 
assure safe use and to address any findings that suggest an increase in risk. 

The Implementation System must include: 

• A database of all enrolled entities including prescribers, pharmacies, practitioners, 
healthcare settings, and patients. 

• A plan to monitor distribution data and prescription data to ensure that only certified 
pharmacies, practitioners, and healthcare settings are distributing and dispensing 
OxyContin and that only certified prescribers are prescribing OxyContin 

• A plan to monitor and conduct audits of certified pharmacies, practitioners, and 
healthcare settings to ensure these entities are only dispensing OxyContin after 
documenting safe use conditions. 

Timetable for Assessment: The proposed REMS should include a timetable for 
assessment that shall be no less frequent than every six months for the first two years, and 
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annually thereafter once the REMS is initially approved. We recommend that you specify 
the interval that each assessment will cover and the planned date of submission to the FDA 
of the assessment. We recommend that assessments be submitted within 60 days of the 
close of the assessment interval. 

Each assessment must assess the extent to which the elements to assure safe use of your 
REMS are meeting the goals of your REMS and whether the goals or elements should be 
modified. 

In accordance with section 505-1, within 60 days of the date of this letter, you must submit a 
proposed REMS and a REMS supporting document. The REMS, once approved, will create 
enforceable obligations. 

We suggest that your proposed REMS submission include two parts: a "Proposed REMS" and a 
"REMS Supporting Document." Attached is a template for the Proposed REMS that you should 
complete with concise, specific information (see Appendix A). Include information in the 
template that is specific to your proposed REMS for OxyContin. Additionally, all relevant 
proposed REMS materials including enrollment forms, informed consents, and educational and 
communication materials should be appended to the proposed REMS. Once FDA finds the content 
acceptable, we will include this document as an attachment to the approval letter that includes the 
REMS. The REMS, once approved, will create enforceable obligations. 

The REMS Supporting Document should provide a thorough explanation of the rationale for and 
supporting information about the content of the proposed REMS and should include the following 
sections as well as a table of contents: 

1. Background 
2. Goals 
3. Supporting Information on Proposed REMS Elements 

a. Medication Guide and/or Package Insert 
b. Communication Plan 
c. Elements to Assure Safe Use 
d. Implementation System 
e. Timetable for Assessment of the REMS 

4. Information Needed for Assessments 
5. Other Relevant Information 

Information needed for assessment of the REMS may include but may not be limited to: 

1. A survey of patients' or healthcare providers' understanding of the serious risks of 
OxyContin 

2. A report on the status of the training and certification program for healthcare 
professionals 

3. A report on the status of patient enrollment. 
4. An evaluation of the effectiveness of the REMS program through: 
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• a claims study to evaluate OxyContin utilization patterns including opioid-tolerant 
utilization patterns before and after implementation of your REMS 

• an analysis and summary of surveillance and monitoring activities for abuse, 
misuse and overdose, and any intervention taken resulting from signals of abuse, 
misuse and overdose 

5. A report on periodic assessments of the distribution and dispensing of the Medication 
Guide in accordance with 21 CFR 208.24 

6. A report on failures to adhere to distribution and dispensing requirements, and 
corrective actions taken to address noncompliance 

Prominently identify the amendment containing the proposed REMS with the following wording 
in bold capital letters at the top of the first page of the submission: 

NEW SUPPLEMENT FOR NDA 20-553 [assigned#] PROPOSED REMS 

Prominently identify subsequent submissions related to the proposed REMS with the following 
wording in bold capital letters at the top of the first page of the submission: 

SUPPLEMENT[assigned #] 
PROPOSED REMS -AMENDMENT 

If you have any questions, call Lisa Basham, Regulatory Project Manager, at (301) 796-1175. 

Attachment 
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Sincerely, 
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Bob A. Rappaport, MD 
Director 
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Office of Drug Evaluation II 
Center for Drug Evaluation and Research 
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Attachment A 

Application number TRADE NAME (DRUG NAME) 

Class of Product as per label 

Applicant name 
Address 

Contact Information 

PROPOSED RISK EVALUATION AND MITIGATION STRATEGY (REMS) 

I. GOAL(S): 

List the goals and objectives of the REMS. 

II. REMS ELEMENTS: 

A. Medication Guide or PPI 

A Medication Guide will be dispensed with each [drug name] prescription. [Describe in detail 
how you will comply with 21 CFR 208.24.] 

B. Communication Plan 

[Applicant] will implement a communication plan to healthcare providers to support 
implementation of this REMS. 

List elements of communication plan. Append the printed material and web shots to the REMS 
Document 

C. Elements To Assure Safe Use 

List elements to assure safe use included in this REMS. Elements to assure safe use may, to 
mitigate a specific serious risk listed in the labeling, require that: 

A. Healthcare providers who prescribe [drug name] have particular training or experience, or are 
specially certified. Append any enrollment forms and relevant attestations/certifications to the 
REMS; 

B. Pharmacies, practitioners, or healthcare settings that dispense [drug name] are specially 
certified. Append any enrollment forms and relevant attestations/certifications to the REMS ; 
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C. [Drug name] may be dispensed to patients only in certain healthcare settings (e.g., hospitals); 

D. [Drug name] may be dispensed to patients with documentation of safe-use conditions; 

E. Each patient using [drug name] is subject to certain monitoring. Append specified procedures 
to the REMS; or 

F. Each patient using [drug name] be enrolled in a registry. Append any enrollment forms and 
other related materials to the REMS Document. 

D. Implementation System 

Describe the implementation system to monitor and evaluate implementation for, and work to 
improve implementation of, Elements to Assure Safe Use (B),(C), and (D), listed above. 

E. Timetable for Submission of Assessments 

Specify the timetable for submission of assessments of the REMS. The timetable for submission 
of assessments at a minimum must include an assessment by 18 months, 3 years, and in the 7th 
year after the REMS is initially approved, with dates for additional assessments if more frequent 
assessments are necessary to ensure that the benefits of the drug continue to outweigh the risks. 
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This is a representation of an electronic record that was signed electronically and 
this page is the manifestation of the electronic signature. 

/s/ 

Bob Rappaport 
10/3/2008 05:03:52 PM 
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Message 

From: 
Sent: 

Maria Gordian [CN=Maria Gordian/OU=NYO/OU=NorthAmerica/O=MCKINSEY] 
10/24/2008 1:03:38 PM 

To: Rob Rosiello [CN=Rob Rosiello/OU=STA/OU=NorthAmerica/O=MCKINSEY@MCKINSEY]; Martin Elling [CN=Martin 
Elling/OU=NJE/OU=NorthAmerica/O=MCKINSEY@MCKINSEY] 

Subject: Re: Prudue 

Agree 

Sent from my BlackBerry Wireless Hand held 

----- Original Message ----­
From: Rob Rosiello 
Sent: 10/24/2008 06:27 AM EDT 
To: Martin Elling; Maria Gordian 
Subject: Re: Prudue 

agree below ... do have to get in loop with board ... can tell things moving south for john .... will call him this morning ... 

----- Original Message ----­
From: Martin Elling 
Sent: 10/24/2008 06:18 AM EDT 
To: Maria Gordian; Rob Rosiello 
Subject: Re: Prudue 

Maria-
Thanks for update. Sounds like great progress in troubled times. We should engage John/Craig quickly on the broader 
entity strategy question. Not withstanding the setbacks, given where the market is these days, they should assess what 
their options are from go-it-alone, to Genentech of pain, to JV, to sale. 
Rob, how do we best move this forward in your mind? 
M 

Sent from my BlackBerry Wireless Hand held 

----- Original Message ----­
From: Maria Gordian 
Sent: 10/23/2008 11:17 PM EDT 
To: Rob Rosiello; Martin Elling 
Subject: Re: Prudue 

REMS work ... 

1) very good progress ... on track to deliver first draft of strategy to Board for next week 

2) expanding team to do market analysis of feasibility of REMs response and commercial implication. We had intended 
to do this ... but Dr Richard , called commercial guys looking for this info. 

OTR .. 

1) focus on the family is now on the response to the non approval letter for OTR. 

2) we Craig up for 2 hour working session with our FDA expert ... it was extremely helpful to get insights on how they are 
crafting the response. I have also given my input on the document. 

3) Intention is to send this document Monday 

Broader Strategy work 

1) Two board members approached craig ( John Sackler and Peter B) ... basically "blessed" him to do whatever he thinks 
is necessary to "save the business" The focus is on OTR and Oxycontin ... but have been helping Craig understand 
broader context and the value to thinking through the braider portfolio. I believe there is a good opportunity to get 
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another project here. 

John, 

I) I only had a chance to touch with John briefly. he is aware of the critical role we are playing in pulling REMs together 
and is very appreciative. 

2) did not get a chance to get into deeper dialogue around strategy. Still think John head is not focus on these 
questions ... he more narrowly focus on REM response and OTR response. 

Maria Gordian 
Principal 
McKinsey and Company 
55 East 52 Street 
New York, NY 10055 
(212) 446-8619 - Office Phone 
(212) 446-8621 - Office Fax 
(917) 495-2432 - Mobile 
E-mail: maria_gordian@mckinsey.com 

Assistant: Michelle Lopez, 212-446-727 4 
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Message 

From: 
Sent: 

Rob Rosiello [CN=Rob Rosiello/OU=STA/OU=NorthAmerica/O=MCKINSEY] 
1/20/2009 11:30:38 AM 

To: Maria Gordian [CN=Maria Gordian/OU=NYO/OU=NorthAmerica/O=MCKINSEY@MCKINSEY]; Martin Elling 
[CN=Martin Elling/OU=NJE/OU=NorthAmerica/O=MCKINSEY@MCKINSEY] 

Subject: Re: Rehersal 

Absolutely outstanding 

----- Original Message ----­
From: Maria Gordian 
Sent: 01/20/2009 06:28 AM EST 
To: Rob Rosiello; Martin Elling 
Subject: Fw: Rehersal 

We had a very good FDA rehearsal yesterday with several family members present. .. including Dr Richard and Jonathan. 
The team did an outstanding job on the study. preparing the client and executing the mock meeting. We are off to DC 
today for the actually FDA meeting tomorrow. Worth reading Dr Richard's comments below. Pasha and Laura are truly 
distinctive!!! 

--- Forwarded by Maria Gordian/NYO/NorthAmerica/MCKINSEY on 01/20/2009 06:24 AM ---

"Sackler, Marianna" 
<Ann ie.Sackler@pharma.com> 

01/19/2009 10:14 PM 

Dear all , 

To"Landau, Dr. Craig" <Dr.Craig.Landau@pharma.com>, "Weingarten, 
Brianne" <Brianne.Weingarten@pharma.com>, "Harris, Stephen" 
<Stephen.Harris@pharma.com>, "Giordano, Jennifer'' 
<Jennifer.Giordano@pharma.com>, "Lee, Judy" 
<Judy.Lee@pharma.com>, "Santopolo, Anthony" 
<Anthony.Santopolo@pharma.com>, "Gasdia, Russell" 
<Russell.Gasdia@pharma.com>, "Colucci, Salvatore" 
<Salvatore.Colucci@pharma.com> 

cc<Pasha_Sarraf@mckinsey.com>, 
<Laura_ Nelson_ Carney@mckinsey.com>, 
<maria_gordian@mckinsey.com> 

SubjectFW: Rehersal 

I thought I would share this with you as per my father's request in advance of what promises to be an informative meeting 
on Wednesday. 

Annie 

From: Sackler, Dr Richard 
Sent: Monday, January 19, 2009 3:58 PM 
To: Sackler, Marianna 
Subject: Rehersali 

Marianna, 

I am writing to tell you how impressed I was by the preparation for the FDA 
meeting. Both the method and process as well as the content was 
excellent and a major departure from efforts like this in the past. 
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Please share with the team my views and best wishes for a successful 
interchange with the FDA. 

Warmest regards and best of luck to all. .... 

Richard Sackler, M.D. 

Director, Purdue Pharma L.P. 
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Message 

From: Loren Griffith [CN=Loren Griffith/OU=BOS/OU=NorthAmerica/O=MCKINSEY] 
Sent: 10/16/2008 7:02:42 PM 
To: Maria Gordian [CN=Maria Gordian/OU=NYO/OU=NorthAmerica/O=MCKINSEY@MCKINSEY]; Michelle Forrest 

[CN=Michelle Forrest/OU=NYO/OU=NorthAmerica/O=MCKINSEY@MCKINSEY]; Rob Rosiello [CN=Rob 
Rosiello/OU=STA/OU=NorthAmerica/O=MCKINSEY@MCKINSEY]; Elizabeth Laws [CN=Elizabeth 
Laws/OU=NJE/OU=NorthAmerica/O=MCKINSEY@MCKINSEY] 

CC: Jonathan Cain [CN=Jonathan Cain/OU=STA/OU=NorthAmerica/O=MCKINSEY@MCKINSEY] 
Subject: updated strategic options for Purdue on FDA-OxyContin-REMS 
Attachments: 081016 Purdue FDA response options.zip 

As per our discussion this morning, updated to include a new option: "band together" with other pharamcos doing C2 

FD A. 

Loren 

Loren Griffith | McKinsey & Company, Boston 

081016 Purdue 

mobile: 917 256-9085 I fax: 212 891-3020 | office: 617 753-2393 FDA response o ... 
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0

Outcomes for OxyContin range from business-as-usual to withdrawal

Business-as-
Usual

Withdrawal from 
market

Intermediate 
outcomeG

reater im
pact on profitability

• OxyContin restricted as result of 
voluntary or FDA-required action
– Withdrawal of high-dose 

formulations
– Sales/marketing restrictions
– Tablet “tagging” 
– Distribution limited to certain 

doctors, pharmacies or 
geographies

OR
• King’s Remoxy approved and 

takes some market share 
(perhaps due to delay or denial of 
OxyContin OTR) 

• FDA pulls OxyContin from market 
following
– Rejection of REMS
– Approval of Remoxy* (coupled 

with FDA perception that it is 
safer than OxyContin)

• REMS approved for OxyContin, 
then OxyContin OTR approved 
and successful in holding market 
share against King’s Remoxy (or 
Remoxy denied approval)

• Significant but not 
devastating loss of 
OxyContin 
revenues over 1-2 
year timeframe

• Devastating loss of 
OxyContin 
revenues over 1-2 
year timeframe

• Maintenance of 
current OxyContin 
revenues over 3-4 
year timeframe 

* King Pharma will likely also be required to submit a REMS for Remoxy

0
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1

Purdue’s strategic options

PLAY: 
Seek FDA approval 
for the REMS

DELAY: 
Delay any FDA 
actions

PRE-EMPT: 
Voluntarily curtail 
OxyContin

Approach

• Develop a thorough REMS
• Prepare to effectively implement and 

monitor the REMS 

• Request additional time to respond 
• Raise legal claims alleging FDA 

impropriety, either immediately or after FDA 
finds Purdue’s REMS inadequate and 
attempts to take action 

• Assess what FDA is most concerned about 
and what Purdue can do to address it (e.g. 
take high-dose versions off the market) and 
therefore persuade the FDA to withdraw its 
demand for a REMS

What you would have to believe 
to pursue this course

• Purdue can produce a high-
quality REMS that the FDA will 
approve

• FDA willing to grant additional 
time

• FDA has acted illegally in 
seeking a REMS or would be 
acting illegally in sanctioning 
Purdue if the REMS is found 
wanting

• FDA is concerned about 
particular aspects of OxyContin 
and can be persuaded not to 
take action if Purdue voluntarily 
addresses these aspects

NOT MUTUALLY EXCLUSIVE

BAND TOGETHER: 
Work with others 
facing potential FDA 
action

• Jointly develop FDA response strategy with 
other pharamacos marketing or developing 
Class 2 opioid analgesics (e.g. Cephalon’s 
Fentora)
– As appropriate, share abuse mitigation 

strategies
– Formulate arguments to defend against 

strict treatment by the FDA  

• These peers share similar 
interests in working with the 
FDA to achieve a balanced 
resolution, and joint action could 
be effective 

1
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Recommendations on actions to take immediately

• Place Craig Landau in charge of overseeing REMS development
– Engage Pinney Associates to provide focused expertise on 

specified technical aspects

• Convene an “assessment” team (leader TBD)
– Headed by a strong thinker and project manager (and drawing on 

the best talent from finance, regulatory, R&D, etc.) 
– Responsibilities: assess probabilities of various FDA actions, cost 

out impact of various scenarios and provide strategic 
recommendations accordingly

• Convene a “war games” team (leader TBD)
– Headed by an effective project manager 
– Responsibility: plan top team workshop in which several executives 

assume the roles of Purdue, the FDA, and King Pharma to explore 
each’s values and likely actions in different scenarios

• Decide how to ensure Purdue pursues a coherent overall 
strategy and successfully pulls together REMS components
– CEO to lead with McKinsey 
– Other handpicked team members TBD

REMS

Scenario planning

Strategic 
integration

2
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FDA Advisory Committee on 
Reformulated OxyContin:
Question & Answer Book (for 
Reference)

September 24, 2009
Internal document

WORKING DRAFT

0
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| 1

Contents

1. Most difficult

2. Value of CR opioids and oxycodone

3. Bioequivalence

4. PEO (properties, toxicity)

5. In vitro studies (design, data, statistics, interpretation)

6. In vivo studies (PK and likability)

7. Anticipated impact of reformulation on abuse

8. Risk mitigation (epidemiology, current actions and 
plans, REMS)

9. Commercial (label, marketing, “switch” timeline)

1
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Hardest questions

A. Why not wait to approve the reformulation until you have in vivo data?  (A “perfect” 
reformulation?)

B. Why haven’t you done in vivo studies (we asked you to)?

C. Why not withdraw OxyContin (wouldn’t this save lives)?

D. How will patterns of abuse shift among routes of administration?  To other opioids?  
To illicit drugs?

E. What if abusers like reformulation better?

F. Isn’t it embarrassing to Purdue to propose such a marginal improvement?

G. Nine years and this is it?

H. What happens when viscous solution of reformulated tablets are injected?

I. Won’t increase tablet hardness introduce variability and lead to increase abusers 
overdosing on higher strength or multiple tablets?

J. Cat is out of the bag on “TR” – isn’t this just a commercial ploy to increase 
OxyContin sales?

K. Why should we trust you?

L. Who at Purdue takes personal responsibility for all these deaths?

M. How does this reformulation affect the overall safety of OxyContin?

2
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Why should we trust you?

• We acknowledge mistakes made in the past

• We have x, y and z measures in place that did not exist before

• At all levels, Purdue’s focus is on maintaining the highest ethical standards and 
meeting the needs of patients

11
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Who at Purdue takes personal responsibility for all these deaths?

• We all feel responsible

12
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Message 

From: 

Sent: 
Jonathan Cain [Jonathan_Cain@mckinsey.com] 

10/16/2008 12:29:33 PM 
To: Rob Rosiello [CN=Rob Rosiello/OU=STA/OU=NorthAmerica/O=MCKINSEY@MCKINSEY]; Maria Gordian [CN=Maria 

Gordian/OU=NYO/OU=NorthAmerica/O=MCKINSEY@MCKINSEY]; Michelle Forrest [CN=Michelle 
Forrest/OU=NYO/OU=NorthAmerica/O=MCKINSEY@MCKINSEY]; Loren Griffith [CN=Loren 

Griffith/OU=BOS/OU=NorthAmerica/O=MCKINSEY@MCKINSEY] 
Subject: Purdue interview notes - Dennis O'Neill 

Key takeaways 
•Dennis is very negative about virtually all aspects of decision making quality and processes at Purdue 
•He believes that the Board gets involved in too many decisions that it shouldn't, and that until it backs off, overall 
decision making at Purdue won't improve 
•Purdue employees are good "servitors" who are fearful of speaking up in decision making processes because of "fear of 
failure" 

Context 
Dennis is an Organizational Development guy who works for David Long in HR. He has been with Purdue for 8 years. 

Detail 
•He believes that the Board gets involved in too many decisions that it shouldn't, and that until it backs off, overall 
decision making at Purdue won't improve 
1 )"The Board doesn't know whether they're a Board of Directors or owners" 
2)The Board makes almost all the important decisions 
3)John probably spends 80% of his time dealing with the Board 
•Purdue employees are good "servitors" who are fearful of speaking up in decision making processes because of "fear of 
failure" 
4)The brothers who started the company viewed all employees like the guys who "trim the hedges"--employees should do 
exactly what's asked of them and not say too much 
5)This culture has taken root and now there's an unusually strong "fear of failure" (as per an employee survey) 
•Purdue employees are angry that advancement opportunities have declined 
6)"We used to get paid well; now we get screwed" 
?)Recent shift to "broadbanding", which has reduced the number of rungs on the advancement ladder from 14 to 7, has 
meant that many promising up-and-comers have been unable to get promotions "until the guy in front of them dies" 

McKinsey & Company 
3 Landmark Square, Suite 100 
Stamford 
CT, 06901 
USA 

Cell: +1 646 573 4412 
Fax: +1 203 462 2907 
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Message 

From: 

Sent: 
To: 
Subject: 

Rob: 

William Mallin [wmallin@optonline.net] 

10/21/2008 9:35:09 PM 
rob_rosiello@mckinsey.com 
Confidential 

Called you then found out both of you are in Barcelona. FYI I think JS may be at "tipping point" with Purdue Board. 
Getting some information that they may not be pleased with OXY and OTR plans and JS leadership of same. If you have 
any contact with him you may want to take the temperature ... lots of palpable concern over FDA threat to Oxy. Sending 
from home e mail as a heads up so no response necesssary, can catch up upon your return. Say hello to Martin. 

Regards, 

Bill 
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Message 

From: 
Sent: 

Jonathan Cain [Jonathan_Cain@mckinsey.com] 
10/22/2008 8:35:24 PM 

To: Rob Rosiello [CN=Rob Rosiello/OU=STA/OU=NorthAmerica/O=MCKINSEY@MCKINSEY]; Maria Gordian [CN=Maria 
Gordian/OU=NYO/OU=NorthAmerica/O=MCKINSEY@MCKINSEY]; Michelle Forrest [CN=Michelle 
Forrest/OU=NYO/OU=NorthAmerica/O=MCKINSEY@MCKINSEY]; Loren Griffith [CN=Loren 
Griffith/OU=BOS/OU=NorthAmerica/O=MCKINSEY@MCKINSEY] 

Subject: Purdue interview notes - Phil Strassburger 

Key takeaways 
•Decision-making at Purdue is an "utter failure" if the results of the past 13 years are any measure 
• There are two primary reasons for the inadequate decision-making in the US operation. The first is interference by the 
Board 
• The second is an inadequate rewards system 
•If Phil was CEO he would ensure he had decision-making autonomy and would reduce the level of interaction with the 
Board 
•The two interdepartmental committees Phil is most involved with are well structured and have good processes 

Context 
Phil is VP, Intellectual Property Counsel reporting to Howard Udell. He has worked at Pfizer previously. 

Detail 
•Decision-making at Purdue is an "utter failure" if the results of the past 13 years are any measure 
1)0xyContin was introduced 13 years ago and since then, despite thousands of man-hours and meetings, no new 
products have been approved and no new prescription drugs have been in-licensed 
2)Europe and Asia have both managed to introduce new products and are relatively well diversified 
3)The US remains a one-product company and it is a miracle it has retained exclusivity this long 

• There are two primary reasons for the inadequate decision-making in the US operation. The first is interference by the 
Board 
1)The European and Asian operations have the luxury of only meeting with the Board twice a year. Management at 
those meetings make formal, well-considered presentations, that are virtually always approved by the Board 
2)1n the US the Board is involved in all levels of decision-making on a weekly basis 
3)Dr Richard in particular is highly involved. He is fascinated by negotiations but is "a terrible negotiator" 
4)Phil can cite numerous deals that have been sabotaged by Dr Richard's meddling. As a result Purdue is viewed as a 
difficult company to deal with in the industry. 
S)Decisions on deals are reversed on a monthly basis and there is no robust approach taken - it is whatever the Board's 
"flavor of the month" is 

• The second reason is an inadequate rewards system 
6)There is a culture of low risk taking and decision-avoidance at Purdue. As a manager, you get rewarded for pandering 
to the Board and not making mistakes. 
7)Phil considers himself and Howard Udell as the lone managers prepared to voice a contrary view. He has seen his 
bonus go down as a result 
8)The culture results in a lot of churn without much decision-making; where success is seen as neutral and anything else 
is a failure reflected in pay cuts. As a result, people defer decisions as much as possible 

•If Phil was CEO he would ensure he had decision-making autonomy and would reduce the level of interaction with the 
Board 
1)Currently there are weekly Board calls, with no prior agenda and no minutes. The entire Board is involved with various 
senior managers as required. John Stewart leads the calls, with support from others like Howard Udell when their area of 
expertise is discussed 
2)Few decisions are made - when the occasional one is made a formal Board proposal is made and there will be a vote 
3)There should be less meetings so that each one matters and there is more pressure/incentive to make decisions 

•The two interdepartmental committees Phil is most involved with are well structured and have good processes 
1)The Patent Review Committee reviews new inventions and decides whether to proceed with a filing. Each patent is a 
$1 OOk investment 
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2)The Foreign Patent Filing Committee decides whether existing patents should be extended overseas. Each foreign 
filing is a $300k investment 
3)Both committees circulate pre-read documentation a couple of weeks out, utilize standardized forms to review patents, 
and have a reporting mechanism after the meeting 
4)Phil seldom goes to R&D Ops meetings any more - the meetings meander, and no one makes a decision on the 
matters he cares about. There's a culture of keeping all options open to avoid risk 

McKinsey & Company 
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Memorandum 

To Olivier Hamoir 
cc Kristine Lavik 

From Maria Gordian 
Date March 26, 2009 

EY2009 Impact Summary 

This memo summarizes my leadership contributions and impact during the past 18 
months, focusing on the following areas: 

Developing, serving, and driving client impact at Purdue, Roche, Pfizer, 
GSK and New York University Medical Center 

Tackling the challenges of malaria 

Continuing to develop the Research and Development Interest Group 

Developing a new service model for PMP along with innovative 
knowledge to support broader client development 

Leading North American Diversity Recruiting. 

DEVELOPING, SERVING AND DRIVING IMPACT FOR CLIENTS 

Purdue: Turning things around 

Client: World's leading opiate producer, privately owned by the Sackler family. 
Annual revenues of $5B. 

CST and my role: In DCS and ED roles on studies, I worked with co-DCS Rob 
Rosiello and Martin Elling, Sanjeev Agarwal (Commercial), Tony Tramontin 
(R&D), and Rachel Zhang (R&D). I served as lead counselor to the CEO with Rob 
Rosiello, and lead counselor to head of R&D (Craig Landeau) and Operations (Bill 
Mallin), point of contact for the Board and Sackler family, and counselor to Richard 
Sackler. 

Client impact: Over the last 12 months, we worked with Purdue to redefine their 
position in the market. We entered when they were facing a highly unstable and 
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challenging situation, with a $2B asset at risk of being pulled from the market. The 
acting CEO at the time, John Stewart, was struggling with waning board 
confidence, a recent non-approval letter from the FDA, and extremely low morale 
in the organization. Through a series of efforts, we secured the future of the crucial 
OxyContin franchise. The filing for the drug's reformulation is now positioned for 
approval, thanks in part to our re-design and re-execution of in vivo and in vitro 
testing-which got strongly positive responses from FDA-and our response to the 
agency's requirements for a risk mitigation strategy. These, along with several 
other victories, built the confidence of the Board and we believe played a key role 
in Stewart's appointment as CEO. Specific areas I focused on: 

Counsel the CEO. Counseled Stewart with Rob Rosiello on his 
performance goals, a I 00-day plan, how to work with the Board, where to 
upgrade his leadership team (e.g. head ofR&D, head of Regulatory) 

Point of contact with Board and Sackler family. Counseled Richard 
Sackler on alternative ways to make investments in the business, and 
provided framework for thinking about potential investments 

Fortify Purdue's foundation. Maximized the value of the OxyContin 
franchise by directly supporting the submission of two pain assets. 
Providing a long-term vision that integrates the IP, R&D, and Commercial 
strategies 

Expand and diversify the portfolio. Identified Purdue's next generation of 
medicines for pain and attractive adjacencies 

Establish a high performance organization. Restructured the executive 
committee, strengthened the operational committee structure and drove the 
operational "performance mindset" within the organization to enhance 
performance. 

With client work extending through the 3rd quarter, and several additional proposals 
in progress, we continue to expand the depth and breadth of our relationships at 
Purdue. We look forward to deepening our relationships with the Sackler family 
and serving them on key business development issues, and to expanding our 
relationship with Stewart and other members of the senior management team. 

Roche: A major investment in a purposeful journey 

Client: With 2008 revenues of about $46 billion and a $1 OOB market cap, Roche is 
one of the leading pharmaceutical companies in oncology and metabolic diseases. 
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