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Expanding Access to Patient-Centered Pain Care 2011 I0M Report: Relieving Pain in America
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(1) Treat the full definition of pain il &\ i L i i "r\f; ?lx \ ?‘R}.'
(2) Lowest risk treatments first 100 million adults !M . )
(3) Engage patients as active participants in their pain care $635 billion annually % ' I\

Erodes quality of life, |
confers suffering 1
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(4) Equip patients to control their experience of pain
(5) Enhance medical, surgical, and health outcomes



Behavioral Medicine for Pain Relief

* Institute of Medicine (2011)

* National Pain Strategy (2016)

+ NASEM (2019)

* Center for Disease Control and Prevention (2019)

* HHS Interagency Task Force on Best Practices in
Pain Management (2019)
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Working together for pain relisf

Pain Definition: A noxious sensory and emotional experience
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WORLDVIEW, ...

/) To treat pain, study people
'™ in all their complexity Darnall B.

Nature 2018, May 3, Vol 557:7.

why and w individuls experince i, says Beth Darnall.
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Pain is Complex

T
« Context

* Meaning

« Cognition

« Emotion

« Affect

* Mood

« Attention

« Social factors

Psychological

The
biopsychosocial
model of pain

Biological Sociological

TREATMENT

Attentional modulation
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Vilemure C & Bushnell MC. Cogniive modulation o pain: how do
attention and emotion influence pain processing? Pain (2002).
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There’s nothing | can
do about my pain. It

is only going to get

worse!
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Poor Descending Modulation / Pain Catastrophizing

NoaprwNE

Pain intensity!-2

Pain-related disability’

Pain treatment efficacy®®

Development of chronic pain®

Opioid misuse in people with SUD history”

Severeijns, et, Clin J Pain, 2001
Darnall, et al., J Pain, 2017.

Abbot, et al., Eur Spine J, 2011.

Burns et al., J Consul Clin Psych, 2003,
Spinhoven et al, Eur J Pain, 2004.
Wertii et al, Spine, 2013.

Morasco et al, Drug Alc Dep, 2013.

Darnall B0, The Opioid-Free Pain Relef Kit ©2016. Bull ublishing.
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THE LANCET s — Cognitive Behavioral Therapy for Chronic Pain
Topics and Skills

* Pain and the brain
* Mood and pain

* Sleep and pain
o Jonannes R Anema PhO, Dan Cherkin PnD ¢ Prof Roger Chou L
g5 P Gioss PhD*,Pauko H Femeia PO Prof Jue M Fitz * Pleasant activities

Goal setting * Diaphragmatic Breathing
Relaxation Response
Cognitive Restructuring
Mindfulness

Meditation

Prevention and treatment of low back pain:

evidence, challenges, and promising directions Problem solving

Movement
Social connection

Prof Nagne € Fost
PO ¢, Prof Steven
PRD Prof Ban W Koes PhD . Py Peul PhD*, Prof Judith A Tumes PhD'. Prof Chiis G Maher PhD =
Lancet Low Back Pain Series Working Group

Education: First-line treatment
CBT: First-line treatment
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There are several

things | can do right
now to soothe myself
and feel better.
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Regular skills use:
Negative Pain & o Pain Relief

Mindset 1 : Mindset Skills * Dampens pain processing
3 * Reduces physiological hyperarousal

¢ Reduces cognitive and emotional responses
that amplify pain

* Entrains positive neural patterns

¢ Facilitates movement, activation

* Increases self-efficacy, internal locus of control

22

Original Research Article Pty

Pain Psychology: A Global Needs Assessment
and National Call to Action

Pain Catastrophizing and Efficacy of
Cognitive Behavioral Therapy

* Increases prefrontal gray matter in patients with chronic pain

v Judi ta 8 X sional

Seminowicz DA, Shpaner M, Keaser ML, Krauthamer MG, Mantegna J, Dumas JA, Newhouse PA, Filippi C, B BT o o oA 0" Design. Prospective, : i

Keefe FJ, Naylor MR. J Pain. 2013 Dec; 14(12):1573-84 Jennifer L. Murphy, PhD,** Anna C. Wilson, PhD,**  Methods. Brief surveys were administered online to
Robert D. Kerns, PhD, and six groups i i
Sean C. Mackey, MD, PhD; individuals with chronic pain, pain physicians, pri-

mary care physicians/physician assistants, nurse

*Stanford University School of Medicing, Department practitioners, and the directors of graduate and
of Anesthesiclogy, Perioperative and Pain Medicine, postgraduate psychology training programs).
Division of Pain Medicine, Stanford Systems
Neurc and Pain Laboratory, Palo Alto, Results. 1,991 responses were received. Results
California. 1Center for Neur Restoration. revealed low confidence and low perceived compe-

tency to address physical pain among psycholo-
gists/therapists, and high levels of interest and need
for pain education. We found broad support for pain
psychology across stakeholder groups, and global
support for a national initiative to increase pain train-
n of ing and competency in U.S. therapists. Among dir-

rtment of
sity, Chicago

s SChronic Pain Rehabilitation Program, James
A. Haley Veterans' Hospilal, Tampa, Florida; Vinstitule
an Development & Disabilty, 1DD [

23 24




11/17/2020

Journal of Pain Research Dove;

A SOLUTION: Single-Session Pain Class Rapidly Equips

Participants with Actionable Pain Management Skills :

From Catastrophizing to Recovery:
a pilot study of a single-session treatment
for pain catastrophizing

ORIGINAL RESEARCH

@ Empowered Relief.

T e o bl n koo D s st /\ ]
= o ot — ﬂ; Empowered Relief
rprn _—
Train your brain away from pain

Beth D Darnall phizing (FC) - paten of e—

John A Sturgeon 10 real or anticipated pain - maintams chronic pan and undermines medical reatments. Standard

Ming-Chih Kao PC trcament involves maltiple sessons of cogritive behurioral therapy To provide cficient

Jennifer M Hah rsatme, we developed a singl-session, 2-bout clas that solely teats PC esited “From

https://empoweredrelief.com/ Sean C Mackey Cutstrophizing to Recovery” [FCR

Objectives: To detcrmine 1) feasibility of FCR; 2) participant ratings for acceptability,

e T e sasfuction, and Ieamed: and 3 pretmiary

Canorstory, staniord efficacy of FCR forreducing PC

7 Schoo! o Medicine. Design and methods: Uncontrolled prospective pilot rial with a retrospective chant and
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Single-session skills-based pain class reduced pain catastrophizing Clinical importance of post-class PCS changes
N PCS Change N PCS Change
N =57
P e 50
Pain PainBehavior  Fatigue Sleep
Baseline 26.1(10.8) Interference Distlirbance
Post-Treatment Week 2 16.5(9.9) | ]

Post-Treatment Week 4 13.8(9.5)

Baseline to Post-Treatment Week 4: d = 1.15 Moderately Important 13 -40.6 (4.9)% 16 -38.4 (4.7)%

Change (30-49%)
Substantially Important 14  -61.3 (11.9)% 21 -67.2 (12.3)%

(250%)
27 28




ssionMCatastrophizing Treatment:
ve Efficacy & Mechanisms

NCCIH RO1
Darnall / Mackey

Darnall BD et al. Comparative Efficacy and of a Singl
Randomized Controlled Trial in Chronic Low Back Pain. Trials 2018; 19:165.

Pain Protocol for a

Darnall BD et al. Development and Validation of a Daily Pain Catastrophizing Scale. J Pain. 2017 Sep;18(9):1139-1149.
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The U.S. HHS Inter-agency Pain Management Task
Force specifically identified “Empowered Relief” as
a promising and scalable behavioral treatment

https://www.hhs.gov/sites/default/files/pmtf-
final-report-2019-05-23.pdf (2019)

See Darnall et al 2014 citation in the report
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C
N =263 B

Integrative Health

HE ER 8-week CBT

Darnall BD et al. Comparative Efficacy and i of a Single-Session Pain P
Protocol for a Randomized Controlled Trial in Chronic Low Back Pain. Trials 2018.

Darnall BD et al. Comparison of a Single-Session Pain Management Skills Class (“Empowered
Relief”) vs. Cognitive Behavioral Therapy or Health Education for Chronic Low Back Pain: A Non-
Inferiority and Combined Superiority Randomized Trial (in review)

30

Certification Workshops for Healthcare Clinicians

@ Empowered Relief.

Train your brain away from pain

https://empoweredrelief.com/

32


https://www.hhs.gov/sites/default/files/pmtf-final-report-2019-05-23.pdf
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Scalable

@ Empowered Relief. Accessible

=

Low cost
Open to all patients

Pain education + CBT and mindfulness based principles and skills

Any clinician may become certified

Protocolized, manualized, research-grade materials

Up to 100 people can be treated at once (only limited by size of the room)
Family members may attend

Online delivery

Dr. Maisa Ziadni
NIDA K-23

11/17/2020

/0) Empowered Relief.

= Y Stanford
Train your brain away from pain B ¢ HEALTH CARE
044 McGill MASSACHUSETTS
"% UNIVERSITY &y GENERAL HOSPITAL
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Healthcare PERMANENTE.
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Meta-analysis 15 studies (N = 5046):
PC best predicts postsurgical chronic pain

Theunissen M et al. Clin J Pain 2012

PC best predicts prolonged opioid use after surgery

Helmerhorst GTT et al. J Bone & Joint Surg 2014.

Stanford
HEALTH CARE

Welcome to My Surgical Success:!

My Surgical Succ

Mind — Body Medicine for Heaith

Beth Damall, PhD
Clinical Professor

Stanford University R Y
Ancathesiciogy, Pericparative, ard

Division of Pain Modicne

Stanfocd Systems Neuroscience & Pf

11/17/2020

Darnall BD, Zadi MS, Krishnamurthy %, Mackey 16, Heatheote L, Taub CJ, Flood P, Wheeler A

breast

Heaith
/
Control
Randomize to
Scraen and Baselne _ Treatment
Pre-Surgery oot ™ —» Treament —» -

Measures Defivered r
"\ My Surgical

Success
Pre-surgery
PCS
[—‘ Surgery I~—J
Follow.

Until Endpont Reached Weeks 2.4, 8, and 12

Post-Surgery
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N =68 (MSS, n = 36; HE, n = 32)

e
Bu
o Effects of My Surgical Success (MSS)
S * 3 + |;n = vs HE Control in Unadjusted and
e Adjusted Model on Opioid Cessation
Comiin —— o —— wst
Model Effect. HR Lower 96% CI Upper 95% CI zValue Pr> |zl
Estimate
Unadjusted Model
MSS versus HE 18623 11205 30852 240 00164
Adjustad Model
MSS versus HE 17405 1.0276 20478 206 0.0363
PROMIS Anger 08734 08374 10107 a4 01801
PROMIS Fatigue 1.0081 09749 10426 047 08357
PROMIS Physical 0998 09575 10403 008 09256
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Long-Term Use of Daily Prescription Opioids

Wi,
* "& [+ 3.4% of US adults ‘% ol
‘5(_‘ * 11 million individual

R

}
A

MoitabaiR. Pharmacocpideriof Drug Saf. 2018:27:526-534.
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r‘ Medical

Group

LJ Switzerland

Cleveland Clinic

Spine Surgery I ILaTour

U8 Stanford |
& MEDICINE | Department of Orthopaedic Surgery
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Fewer new starts is the best way

to decrease opioid prescriptions

Patients taking long-term prescription
ioid! ire careful considerations

P q

« Reducing opioid doses creates N€W risks
* Right methodology can be applied to
minimize iatrogenic risks from de-prescribing'

* Apply patient-centered principles

44
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Associations between stopping prescriptions for opioidS cue imas s Y &
* New starts length of opioid treatment, and overdose or suicide """ gy i g‘
. . i 3 ional uation Joceln 7 Jomes. MO, JoAeno M Scof, PrCF. W Ko, D MW
* Provided benchmarks of caution for SSae LD Sl o e o R S e

increasing dose

CENTERS FOR DISEASE
CONTROL AND PREVENTION

of Care: o Refrospeciva Cohort Shudy

B v Snamoe, H b

‘Suicidal ideation and suieidal self directed violense following clinician-
. A — . po

-WW\| precrip i wers
«2Open. R

N g, Tewia |

. Origmal lnvestigation | Substance Use and Addiction
Association Between Opioid Dose Variability and Opioid Overdose

Dowell D, Haegerich TM, Chou R. CDC Guideline for Prescribing Opioids Among Adults Prescribed Long-term Opioid Therapy
for Chronic Pain — United States, 2016. MMWR Recomm Rep
2016;65(No. RR-1):1-49.

45 46

12500 M. Gz, PHO: g A, Bnswanger MO: Susan M. Shectay, MS: Komsl A Narwaney, P Stan X PO

Growing Outcry Against latrogenic Opioid Reduction Risks and Harms HHS Guide for Clinicians on the october 2019
Appropriate Dosage Reduction

or Discontinuation of
Long-Term Opioid Analgesics

o o

Dec 2018 ) April 2018

Avoid insisting on opioid tapering or discontinuation
when opioid use may be warranted (e.g., treatment of
cancer pain, pain at the end of life, or other circumstances

[l | Stakeholde . . . . L
Loteor B ehos <eotder Cfa'(":h" Rights HP3 Letter FDA cbC in which benefits outweigh risks of opioid therapy). The
CDC Guideline for Prescribing Opioids for Chronic Pain does not
 Jourink 0, n Kertesz, Satel, et al. Clrifes labeling Dowel et al. C S o

Pl e e e  300e sianatonies and cautons Clrfication of opoid pioid when benefits of opioids

+ Reuters Wire service violation” +  3formerUs. against abrupt. prescribing guidelines uutwc"yh risk,_! AN

* >20 news outlets Drug Czars. discontinuation publish in NEIM.

worldwide *  Laura Mills *  AMAsigns
support
Individualize the taper rate

47 48
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| T
Psychological
tapering Biological Sociological

Opioid
Reduction

49
SpeciaL Topic SERIES
Opioid Cessation and Multidimensional Outcomes After
Interdisciplinary Chronic Pain Treatment
Jennifer L. Murphy, PhD.* Michael E. Clark, PhD* and Evangelia Banow, PhD*
Clin | Pain » Volume 29, Number 2, February 2013
OP (n=221) NOP (n = 379)
Outcome Variables Mean (SD) Mean (SD)
Pain intensity
Admission 7.01 (1.77) 6.91 (1.58)
Discharge 6.46 (1.74) 6.14 (1.79)
51

50
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Tapering Opioids
Patients’ number one concern/fear?

Not Interested!

-

Community-Based Solutions are Needed

* Low-cost

¢ Low-risk

* Scalable

« Effectively reduce health risks

* Provide education and support

¢ Structured

* Address anxiety of patients and prescribers alike

* Promote patient trust and a good doctor-patient bond

* Enhance patient willingness to try a gentle opioid taper

13



Views 35,956 | Citations 35 | Altmetric 365

1) Downioad POF ¥) (1) More. () Gite This E) permissions
Research Letter &
May 2018

Patient-Centered Prescription Opioid Tapering in Com-
munity Outpatients With Chronic Pain

e 0., P10, b b, Richard L e, MD, W47, 1.

3 huther st forms

A e e Pl e crlin February 1, 3018t 10 10 amaloee e 074709

The risks associated with presciiption opioids are well deacribed.' Although reducing opioid wse | soral priceity, exist:
g opid apesiy usecostly it ams e o patients and thei physicans
Patients anephicians need s e long tr settings withat be
sl sevices. e comducted 3 study ofvoluntary, patien: cntered upio tapering i outpatents wath chronic pan with

ot behavioral realment.
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-

55

i

11/17/2020

Minimize Nocebo

Darnall BD & Col
Darnall BD &Fiel

We Optimized Patient Choice and Control in Their Taper

Participation was VOLUNTARY

Patients could control the pace of their taper

Patients could pause their taper

Patients were free to drop out of the study at any time

The taper goal was not zero unless the patient chose that goal
The taper was NOT to a pre-defined opioid dose

Patients partnered with their doctor to achieve their lowest comfortable
dose over 4 months

The taper was NOT unidirectional

+ Darnall BD & Colloca L. Nocebo to Reduce Pain, 'd Opioid Use.
1572018;139:129-157.
* U.S. HHS Guide for Clinicians on o Long-Term Opioid Analgesics (2019)

56
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Study Variables

Demographics (Gender, Age)

Pain Treatment History (Pain Dx, Duration of Opioid Use)

Opioid Dose (MEDD)

Average Pain Intensity (0-10)

Pain Catastrophizing Scale
PROMIS Measures
Marijuana use (Y/N)

Variable
Opioid Dose (MEDD)
Pain Intensity (NRS) 5.0(3.0,7.0)
PCS (catastroj EBLE)

Fatigue 61 (54, 65)

60 (53, 64)

Depression 56 (49, 64)

Sleep Disturbance 59 (54, 70)

Pain Interference 63 (58, 67)

Pain Behavior 60 (57, 63)

39 (34, 41)

Physical Function

288 (153, 587)

Median (IQR)

15(7,23)

59 (51, 65)
54 (46, 62)
55 (48, 61)
56 (50, 64)
63 (57, 67)
59 (56, 64)

39 (34, 43)

150 (54, 248)
45(3.0,7.0)

-val

0.002
0.29
0.04
0.64
0.06
0.31
0.13
0.44
0.47

0.78

16 Weeks

Kruskal-Wallis rank sum test

58

60

Sample Characteristics (N=51)

* 55% female

* 52 years of age (range =25-72)

* 6 years on opioids (range = 1 — 38)
* Moderate pain intensity
* Marijuana: 37% (18)

* Opioid MEDD = 288 (60, 1005)

Darnall BD, Ziadni MS, Mackey |G, Kao MC, Flood P (FEB 2018; JAMA Int Med)

Absloute Change (MMEQ)

200

-400

-800

Increase
Bt
Decrease
L4 . M
i ° e
T T T T - T
200 400 600 800 1000

Initial Opioid Dose

11/17/2020
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8 4 . : S
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8 Increase | 3 Increase
] o | “ a o _|
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] 3 S ;
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. T T T T T T T . T T T T T
-4 -3 -2 -1 0 1 2 -4 -3 2 1 0
Change in Pain Score (NRS) Change in Pain Score (NRS)
61 62
Comparative Effectiveness of Pain Cognitive 1365 patients taking long-term opioids for chronic pain
Behavioral Therapy and Chronic Pain Self-
Management Within the Context of Voluntary Opioid Stanford Pain Management Center (CA)
Reduction Stanford Primary Care (CA)
Kaiser Permanente (Oakland, CA)
Darnall B (P1) \Y/ Intermountain Health (Utah) p—
Veterans Affairs (Phoenix, AZ) N
MedNOW Primary Care (Denver, CO) \Y)
https://empower.stanford.edu/ E M P OW E R

EMPOWER

Ly CHOIR

Funded by the Patient-Centered Outcomes Research Institute®

63 64
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Eligibility
> 10 MEDD daily for 3 months
Pain for 6 months

Exclusions:
Active suicidality
Unable to participate in behavioral groups
Moderate to severe Opioid Use Disorder
Screening: 3 items from the TAPS + DSM-V OUD

65
()
0/
EMPOWER
We must create a caring and safe system that makes tapering
patients want to join and remain in EMPOWER
Opioid
Reduction
67 68
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69

Close Monitoring of Patient Response to Opioid Reduction

WEEKLY surveys for withdrawal symptoms, mood, comments
MONTHLY surveys for mood, suicidality, opioid dose, satisfaction, comments

* Alerts are sent to prescribers in real time

* Patients receive tailored messages

We track patients over 12 months

71
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Ly CHOIR
Psychosocial factors (PROMIS)
Opioids

Substance use

Degree of choice
Readiness to taper
Taper beliefs
Satisfaction with clinician relationship
Comments

http://choir.stanford.edu £ Google Cloud
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Patient-Centered Opioid Stewardship

* Voluntary

* Enhance choice and control

 During and after taper, increase follow-up and
communication

* Track closely with PROs, adjust care plan

74

76

Opioid Taper Choice

1-item Scale: 0=no choice (felt forced),
10=completely my decision

Readiness to Taper Opioids

1-item Scale: 1=not ready, 5=very ready

Luzmercy Perez

Lanja Sinjary

Ming-Chih Kao, PhD, MD
Jesmin Ram

Aram Mardian, MD
Ming-Chih Kao, PhD, MD
Sean Mackey, MD, PhD.
Heather Okvat, PhD.
Jeremiah West, MD
Garrick Olsen

Colleagues and Collaborators

Kate Lorig, PhD
Wendy Schadle
Anu Roy, MA
Lu Tian, PhD
Joel Porter, MD
Penney Cowan
Mark McGovern, PhD
Ting Pun, PhD

Matt Cheung, PharmD
Nathan Moore, MD

Mean + SD
Median (IQR)

Low (0-3)
Moderate (4-6)
High (7-10)

Mean + SD

Median (IQR)
Low (1-2)
Moderate (3)
High (4-5)

Luana Colloca, MD, PhD
Maisa Ziadni, PhD
Pamela Flood, MD
Heather King, PhD
Sophia You, PhD

Corinne Jung, PhD
Richard Stieg, MD, MPH
Korina DeBruyne, MD
Phil Lavori, PhD

Angie Chen, MD

11/17/2020

6.55+3.76
8(0-10)

51(24.52%)
32 (15.24%)
125 (60.10%)

376+1.18

4(1-5)
32 (15.24%)
51(24.29%)
127 (60.48%)

Jim Weil
Penney Cowan
Patient Advisors
Jessica Root
Joshua Goff
Kelly Adams

19



