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New Approaches to Treatment of Chronic Pain (1981)
TE-SF-02751.00014

National Institute on Drug Abuse (NIDA) 1981
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National Academy of Sciences, Engineering, and Mathematics 
(NASEM) (1987) 

Pain and Disability, DEF-MDL-15280.00024 (1987)

Pain and Disability, DEF-MDL-15280.00216 (1987)

Pain and Disability, DEF-MDL-15280.00216 (1987)
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TE-SF-02756.00030 (1990)

Drug Enforcement Agency Physician’s Manual (1990)
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California Intractable Pain Act (1990)
Bus. & Prof. Code § 2241.5

* * *
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California Intractable Pain Act (Amended 2006, 2015)
Bus. & Prof. Code § 2241.5

* * *
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California Intractable Pain Act (1990)
Bus. & Prof. Code § 2241.5

* * * 

* * * 
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California Pain Patients’ Bill of Rights (1997)
Health & Safety Code §§ 124960, 124961

* * *
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California Pain Patients’ Bill of Rights (1997)
Health & Safety Code §§ 124960, 124961

* * * 

* * * 
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Medical Board of California (1994)
Guidelines for Prescribing Controlled Substances for Intractable Pain

DEF-MDL-09038.0001
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TE-SF-02798.00004

California State Board of Pharmacy (1996)
Health Notes

TE-SF-02798.00003

TE-SF-02798.00004TE-SF-02798.00001
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California State Board of Pharmacy (1996)
Health Notes

TE-SF-02798.00005
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California Attorney General Letter to DEA (2005)

DEF-MDL-05666.00001

DEF-MDL-05666.00001

DEF-MDL-05666.00001
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California Attorney General Letter to DEA (2005)

DEF-MDL-05666.00001-2
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Dr. Lembke’s “Misrepresentations”

1
“Addiction to prescription opioids is rare or virtually nonexistent in patients 
treated for chronic pain under a doctor’s care, and only ‘addicts’ are at risk of 
addition to prescription opioids.”

2
“There is no clinical ‘ceiling dose’ of prescription opioids, in contrast to other 
pain relief medications, so opioids can be uptitrated without concern of harm.”

3
“Drug-seeking behavior in patients receiving opioid therapy is not a sign of 
addiction but rather pseudoaddiction, and these patients are experiencing 
under-treated pain requiring more opioids.”

4 “Opioids are effective, first-line treatment for chronic pain.”

5

“Dependence is a benign and easily treated condition, dependence on opioids is 
no different from dependence on other drugs, like blood-pressure medications,”

“[B]reakthrough pain is not a sign of decreasing efficacy, but a sign of needing 
more potent and faster acting opioids on top of longer-acting opioids.”

6 “Screening tools can identify who will become addicted.”

7 “Abuse deterrent formulations decrease risk and addiction.”
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Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 14

* *   *

*   *  *
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Fentora Learning System: Pre-module
Introduction To Pain (2008)

P-24979_00002

P-24979_00008
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P-24979_00002

Fentora Learning System: Pre-module
Introduction To Pain (2008)

P-24979_00048
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Fentora Learning System: Module 3
Risk Minimization Action Plan (2008) 

CE-SF-00985.0001

CE-SF-00985.00028
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Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 14

* *   *

*   *  *
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Mid-Atlantic Region Email and Attachment (2005)

P-09992_00005

P-09992_00001
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Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 14

* *   *

*   *  *
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Pain Matters Script (2015)

P-25414_00008
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Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 14

* *   *

*   *  *
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NIDA Research Report - Prescription Drugs: 
Abuse and Addiction (2001)

DEF-MDL-15457.00012

DEF-MDL-15457.00008

DEF-MDL-15457.00007

DEF-MDL-15457.00002
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DEA Information Bulletin (2001)

DEF-MDL-15461.00003
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TE-SF-02764.00032

VA/DoD Clinical Practice Guidelines (2003)

TE-SF-02764.00006
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FDA Website 
Guide to Safe Use of Pain Medicine (2019) 

DEF-MDL-12927.00004
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Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 19

*   *   *
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Treatment Options: A Guide For People Living With Pain
American Pain Foundation (2007)

P-18356_00001

P-18356_00004
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P-18356_00004

Treatment Options: A Guide For People Living With Pain
American Pain Foundation (2007)

P-18356_00023
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CE-SF-00963.00003

Fentora FDA Approved Label (2007)
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CE-SF-00963.00003

Fentora FDA Label (2007)

P-18356_00023

Treatment Options (2007)

Treatment Options & Fentora FDA Approved Label
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Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 24

*   *   *
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California Health & Safety Code § 11156 
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American Society of Addiction Medicine (ASAM) (2001)

DEF-MDL-06142.00004

DEF-MDL-06142.00002

DEF-MDL-06142.00003
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TE-SF-00689.00002

Substance Abuse and Mental Health Services Administration 
(SAMHSA) (2008)
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VA/DoD Clinical Practice Guidelines (2010)

DEF-MDL-15455.00014
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P-24979_00052

2008 Fentora
Learning System

TE-SF-00689.00002

2008 SAMHSA

DEF-MDL-15455.00014

2010 VA/DoD

DEF-MDL-06142.00003

2001 ASAM

Fentora Learning System & SAMHSA, VA/DoD, ASAM
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Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 24

*   *   *
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Scott Fishman’s Responsible Opioid Prescribing (2007)

P-28957_00003



45

Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 27

* *   *
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P-18356_00017

P-18356_00004

Treatment Options: A Guide For People Living With Pain 
American Pain Foundation (2007)
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Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 27

*   *   *

*   *   *
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Pain Matters Script (2015)

P-25414_00007
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Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 38
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Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 38

Lemke Decl. ¶ 38
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Fentora Introduction to Pain (2008) & 
Treatment Options: A Guide For People Living With Pain (2007)

P-24979_00043 P-18356_00025
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Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 38
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Fentora FDA Approved Label (2007)

CE-SF-00963.0001
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Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 44
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Anna Lembke: Weighing the Risks and Benefits of
Chronic Opioid Therapy (2016)

DEF-MDL-10700.00001
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P-25414_00014

Pain Matters Script (2015)
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Declaration of Anna Lembke, M.D.

Lemke Decl. ¶ 48
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FDA Guidance: Abuse-Deterrent Opioids (2015)

DEF-MDL-10441.00005

DEF-MDL-10441.00004-5



61

Current FDA Website: Abuse-Deterrent Opioids

DEF-MDL-15949; DEF-MDL-05612
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Lacey Keller’s 15 Most Prescribed Branded Opioids

Plaintiff’s Expert 
Keller Report, 
Fig. 4
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FDA Policy Regarding Off-Label Prescriptions

Current Policy

TE-SF-02618.00002
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San Francisco Area Sales Representative 
Testimony: No Off-Label Promotion

Tim Fortescue 
(Cephalon Sales Representative) 

*   *   *

12/1/2021, Dep. Tr. at 354:25-355:8, 21-25
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Documents Containing “Misrepresentations”

Cephalon Teva USA Other No Relation

Fentora
Learning 
System 
Pre-module 
(2008)

P-24979_00002

Email 
attachment: 
“Cephalon 
Annual Sales 
Meeting” 
(2005)

P-09992_00005

Pain Matters 
Script (2015)

P-25414_00001

Treatment 
Options: A 
Guide for 
People Living 
with Pain 
(2007)

P-18356_00004

Responsible 
Opioid 
Prescribing 
(2007)

P-28957_00001

Lynn 
Webster, 
“Avoiding 
Opioid Abuse 
While 
Managing 
Pain (2007)

P-10786
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