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Disclosures

• I have No Direct Financial Relationships with drug companies 
• I receive NO compensation from industry speakers or consultation 

programs
• I participate in official CME programs
• I receive royalties from publishers of the books I have 

authored/edited
• I am…

• Past President of The American Academy of Pain Medicine
• Past Chair of The American Pain Foundation Board of Directors
• Past-Chair/Current Member : Pain Care Coalition

• American Society of Anesthesiology, American Pain Society, 
American Academy of Pain medicine



The Problem of Pain in America

•“There are strong indications that 
pain receives insufficient attention in 

virtually all phases of medical 
education”

Institute of Medicine (U.S.). Committee on Advancing Pain Research Care and Education. (2011). 
Relieving pain in America : a blueprint for transforming prevention, care, education, and research. 
Washington, D.C.: National Academies Press.



Professional Education and Training 

• Demonstration of competency required for:
• Licensure, certification, accreditation

• Objective: [Overarching Objective]
• Develop core competencies 

• Undergraduate and graduate levels
• The relevant accrediting, certification, and licensing 

entities should be involved 
• At early planning and subsequent phases  



Competencies are the goals of curriculm that serve as the 
destination for the journey of education





ENDORSEMENTS

American Academy of Pain Medicine, American Pain Society,
Commission on Collegiate Nursing Education, Council on Social Work 
Education, International Association for the Study of Pain, National 
Association of Social Workers, American Council of Academic Physical 
Therapy
SUPPORT
American Association of Medical Colleges, American Psychological 
Association, American Nursing Association, others



• November 2014

• A blue ribbon panel of 12 internationally 
recognized experts in pain a review of the 
USMLE exam for inclusion of pain competencies

• Secure Review at NBME Headquarters in 
Philadelphia



USMLE Pain Review

•Dan Carr, MD (AAPM President-elect
Member, Professor-Tufts)

•Martin Cheatle, PhD (Pain
Psychologist, Penn)

•Scott Fishman, MD (AAPM Past
President, Professor- UC Davis)

•Rollin Gallagher, MD (AAPM Past
President, National Director for Pain
Management VAHS, Professor-Penn)

•Joanna Katzman, MD (Director of
Pain Medicine and Pain ECHO,
Professor, University of New Mexico)

•Beth Murinson, MD, PhD(AAPM BOD
– Professor-John Hopkins)

•Sean Mackey, MD, PhD (AAPM
President & Chief of Pain Medicine,
Professor- Stanford)

•Rosemary Palomano, PhD, RN
(University of Pennsylvania School
of Nursing)

•Adrian Popescu, MD (Deputy
Director for the National Pain
Management VA Health System)

•Jim Rathmell, MD (ASA BOD and
Pain Committee, Chief of Pain
Medicine, Professor-Harvard/MGH)

•Rick Rosenquist, MD (ASA Pain
Committee Chair, Past President of
ASRA, Professor, Cleveland Clinic)

•David Tauben, MD (Chief, Pain
Medicine, Professor, Univ. of
Washington)



• Submitted for Publication
• Under Review/ Embargoed
• Not for Distribution



Fishman SM and Young HM: 
Pain Medicine.2016 Oct;17(10):1790-1792



Addressing the Education Gap
in Practicing Clinicians 

• ECHO Tele-Mentoring
• Improving pain competency in primary care 

communities



UC Davis ECHO®

Pain Management
• Peer-to- peer Tele-Mentoring program 
• Fosters primary care centers of excellence in pain 

management
• Videoconference sessions held weekly 

• 75 minutes 
• Didactic presentations, demonstrations,  and case 

discussions



Addressing the Education Gap
in Practicing Clinicians 

• ECHO Tele-Mentoring
• Improving pain competency in primary care 

communities

• Primary Care Pain Fellowships- TNT
• Training New Trainers who will lead and 

perpetuate pain education for their primary 
care communities



UC Davis TNT Primary Care Pain Fellowship





• NPS calls for improving pain education
• Assuring clinicians are competent

• Prelicensure Education
• Affirm Core Competencies
• Engage Accreditors and Licensing Bodies

• Multi-Professional Issue
• Example in Medicine 

• – LCME, USMLE, ACGME
• Parallel examples in Nursing, Pharmacy, 

Physical Therapy, etc.



• NPS calls for improving pain education
• Assuring clinicians are competent

• Postgraduate Clinicians 
• Novel competency based education programs

• National networks for tele-mentoring
• TNT PC Fellowships 

• CMS Incentives
• for primary care practices that invest in 

pain education/competency



•THANK YOU 
• smfishman@ucdavis.edu



Update on Opioid Analgesic REMS: 
Professional Education and Blueprint

Sharon Hertz, MD
Division of Anesthesia, Analgesia, and Addiction Products

Office of New Drugs
Center for Drug Evaluation and Research

Implementation of the National Pain Strategy 
Listening Session

May 11, 2017
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Outline
• Background on risk evaluation and mitigation 

strategies (REMS)
• History of risk management for extended-release and 

long-acting (ER/LA) opioid analgesics 
• Recommendations from the May 3-4, 2016 Joint 

DSaRM and AADPAC Meeting
• Current status of the ER/LA opioid analgesic REMS
• Draft revisions to the FDA Blueprint for Prescriber 

Education for ER/LA Opioid Analgesics

www.fda.gov
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REMS 101
• A REMS is a required risk management plan that utilizes risk 

mitigation strategies beyond FDA-approved professional labeling

• Food and Drug Administration Amendments Act of 2007 
provided FDA the legal authority to require a REMS for 
applicable drugs if FDA determines a REMS is needed to ensure 
the benefits of the drug outweigh the risks

• REMS are developed and after approval by FDA are 
implemented by the drug manufacturers 

• Elements to Assure Safe Use (ETASU)
– Of the 6 possible ETASU, certification and/or specialized 

training of HCPs who prescribe the drug(s) 
www.fda.gov
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History of Opioid Analgesic Risk 
Management

- Early 2000s, reports of  
prescription opioid abuse, 
especially ER formulations. 

- Progression of added      
warnings to product labeling 
and Risk Management Plans 

- 2009 FDA notification of 
requirement for a REMS,  
followed by a number public 
meetings, advisory committee 
meeting, and public docket to 
get stakeholder input.

Source: National Vital Statistics System

www.fda.gov
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ER/LA Opioid Analgesic REMS
• FDA approved the Shared System REMS on July 9, 2012

– 24 sponsors / ~ 60 applications  (NDA and  ANDA)
• Goal - To reduce serious adverse outcomes resulting from 

inappropriate prescribing, misuse, and abuse of ER/LA 
opioid analgesics while maintaining patient access to pain 
medications. Adverse outcomes of concern include 
addiction, unintentional overdose, and death.

• Primary component - Manufacturers required to make 
training available to prescribers of ER/LA opioid analgesics by 
providing unrestricted grants to continuing education (CE) 
providers to develop CE based upon the FDA Blueprint

25
www.fda.gov
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Prescriber Training
• REMS-compliant training:

– Offered by an accredited CE provider
– Includes all elements in the FDA Blueprint, knowledge 

assessment
– Subject to independent audit

• Training voluntary
– FDA supported mandatory training linked to DEA registration 

as proposed in the Administration’s comprehensive plan to 
address the epidemic of prescription drug abuse in April 
2011 

• In 2012, FDA estimated total number of ER/LA opioid 
prescribers at 320,000

• Training target – 25% March 2015, 50% March 2016
www.fda.gov
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Assessment of the ER/LA REMS
• Advisory Committee meeting held on May 3-4, 2016 to obtain 

input on whether the REMS was meeting its goals
– key assessment findings were presented

• FDA also sought input from the committees on:
– Alternative methodologies for evaluating the program
– Whether the FDA Blueprint should be revised and/or 

expanded
– Whether to expand the REMS program to include IR opioid 

analgesics
– Need for additional modifications to the REMS
https://www.fda.gov/AdvisoryCommittees/CommitteesMeetingMaterials/D
rugs/DrugSafetyandRiskManagementAdvisoryCommittee/ucm486856.htm

https://www.fda.gov/AdvisoryCommittees/CommitteesMeetingMaterials/Drugs/DrugSafetyandRiskManagementAdvisoryCommittee/ucm486856.htm
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HCP Participants in 
REMS-Compliant Training 

• Over 400, 000 HCPs participated in or completed REMS CE 
training, many of which were not prescribers targeted for the 
education. 
– These numbers are impressive for a program that is 

voluntary 
– 67% primary care, 13% pain specialists

• The reason that ER/LA opioid analgesics prescriber targets were 
not met is not entirely clear, possibilities include:
– Multiple sources of education on opioids some that are 

mandated by states or employers
– Scope of the training was narrowly focused on ER/LAs 
– Not required in order to prescribewww.fda.gov
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Advisory Committee 
Recommendations

The majority of the committee members recommended 
modifications to the REMS: 

• Extend REMS requirements to the IR opioid analgesics
• Broaden education to include pain management
• Extend the training to other HCPs involved in the 

management of patients with pain
• Integrate the REMS education with mandatory 

education provisions

29
www.fda.gov
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Updating the ER/LA Opioid REMS 
• On January 25, 2017, all affected sponsors were informed 

of the Agency’s intention to require a REMS for IR and 
ER/LA opioid analgesics.

• Exploring mechanisms to make training material 
appropriate for all HCPs involved in patient care.

• Considering ways to broaden the FDA Blueprint: 
additional background on pain management; broad 
principles of acute and chronic pain management; non-
pharmacologic treatments for pain; and pharmacologic 
treatments for pain (both non-opioid analgesic and opioid 
analgesic)
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Development of Blueprint Revisions
• Searched existing opioid/pain management training for six 

disciplines (prescriber, pharmacist, nurse, pain educator, 
dentist, and federal agency)
– Identified relevant professional associations, state 

societies, CE vendors; reviewed each organization’s 
website for pain management CE courses. 

– Compiled key information from relevant courses: title, 
key objectives, content, length, live or online. 

• Identified courses that could serve as models or provide 
useful information for the revised blueprint.

• Based on the material reviewed, developed an outline 
with key messages.
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Updating the ER/LA Opioid REMS 

• On May 9, 2017, FDA made available for public 
comment draft revisions to the FDA Blueprint*.
https://www.fda.gov/Drugs/NewsEvents/ucm553931.htm

• Seeking stakeholder input on the FDA Blueprint 
through a public docket.

*On May 9-10, 2017, FDA held a public workshop to discuss how best to 
ensure that HCPs receive training in pain management and the safe use 
of opioids https://www.fda.gov/Drugs/NewsEvents/ucm538047.htm. The 
Blueprint was made available to provide context for this public workshop 
and was not a discussion topic at the workshop.

www.fda.gov

https://www.fda.gov/Drugs/NewsEvents/ucm553931.htm
https://www.fda.gov/Drugs/NewsEvents/ucm538047.htm
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Outline of Draft Revisions to the FDA Blueprint
SECTION 1:  THE BASICS OF PAIN MANAGEMENT

I. DEFINITIONS AND MECHANISMS OF PAIN
II. ASSESSING PATIENTS IN PAIN

SECTION 2:  CREATING THE PAIN TREATMENT PLAN
I. COMPONENTS OF AN EFFECTIVE TREATMENT PLAN
II. NONPHARMACOLOGIC THERAPIES 
III. GENERAL PRINCIPLES OF PHARMACOLOGIC ANALGESIC THERAPY

A. Non-opioid analgesics and adjuvant medications
B. Opioid analgesics 

IV. MANAGING PATIENTS ON OPIOID ANALGESICS
A. Initiating treatment with opioids – acute pain
B. Initiating treatment with opioids – chronic pain 
C. Periodic review and monitoring for patients on opioid analgesics
D. Long-term management
E. When to consult with a pain specialist 
F. Medically directed opioid tapering
G. Importance of patient education

V. ADDICTION MEDICINE PRIMER
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Next Steps for the ER/LA Opioid 
Analgesic REMS 

• FDA will consider public comments to the 
Blueprint docket as it considers possible 
modifications to the ER/LA Opioid Analgesic 
REMS.
- Docket closes July 10, 2017

• FDA will work with the manufacturers to ensure 
a timely REMS modification.

www.fda.gov
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Thank you

35www.fda.gov



David A. Thomas, Ph.D.
NIDA/NIH Pain Consortium

dt78k@nih.gov
301 435 1313

mailto:dt78k@nih.gov


About 100 million Americans suffer the agony 
of chronic pain



It costs $560-$630 BILLION every year





Nearly 80 percent of people who reported 
initiating heroin use in the past year had 
previously abused prescription pain medications…   
Muhuri, P. et. al., Associations of Nonmedical Pain Reliever Use and Initiation of Heroin Use in the United States, CBHSQ Data Review 
(August 2013), retrieved from http://www.samhsa.gov/data/sites/default/files/DR006/DR006/nonmedical-pain-reliever-use-2013.htm. 

http://www.samhsa.gov/data/sites/default/files/DR006/DR006/nonmedical-pain-reliever-use-2013.htm


Milo Police Department



Americans in Chronic Pain!!

50,000,000
APS, 1999

100,000,000
IOM, 2011





Poor clinician training
Minimal reimbursement
Poor tools





Prevalence
• 100+ million Pain Sufferers (cost over ½ Billion)
• 73.36 million High Blood Pressure
• 17.0 million Diabetes 
• 16.8 million Coronary Heart Disease
• 11.7 million Cases of Cancer

But….
Cardiovascular:  45 courses (156 hrs) = 7020 hrs
Oncology: 16 courses (50 hrs) = 800 hrs
Pain: 1 course (36 hrs) = 36 hrs



Education on Pain in Medical Schools

Canada (median: 14)

N
um

be
r 

of
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Number of Hours of Pain Education

Canada (median: 14)
USA (median: 9)

Veterinarian schools:
87 hours on pain*

Lina Mezei, B.S., and Beth Brianna Murinson, M.S., M.D., Ph.D. 2011

*Watt-Watson J. et al., Pain Res Manag. 2009



Overall Goal:
Improve pain treatment though education

1) Develop and include pain education in the 
CoEPEs curriculum

2) Develop online pain education resource on 
the Pain Consortium website (and others)

3)  Dissemination/Evaluation





NIH Pain Consortium Centers of Excellence in Pain Education
John D. Loeser Center of Excellence in Pain Education at the University of Washington
The University of Pennsylvania Center of Excellence in Pain Education
Southern Illinois University Edwardsville/St. Louis University Center of Excellence in Pain Education
Rochester Area Collaborative Center of Excellence in Pain Education
Harvard School of Dental Medicine Center of Excellence in Pain Education
University of Alabama at Birmingham Center of Excellence in Pain Education
University of Pittsburgh Center of Excellence in Pain Education: Pain Challenges in Primary Care
Johns Hopkins University Center of Excellence in Pain Education
University of Iowa Center of Excellence in Pain Education

NIH ICs Involved:
ORWH
OBSSR
NIDA
NIDCR
NINDS

NIA
NINR
NICHD
NIAMS
NCCIH



CoEPEs 
CENTERS OF EXCELLENCE IN PAIN EOUCATIO� 

View the ~s Icailec ~ to see some of the work In progress. 

Check out our polin educati on modulei.! We w ill be revising and adding more education modules 
on a continuing basis. Please check b.lck as our learning resource library grows. 

Through the case study, you follow Edna, a seventy-year-old woman with 
chronic low back pain. You'll learn questions for health history, and physical 
exams to perform. You'll discover setbacks commonly found with chrorik pain 
patients. View inter;ictive module ~ and here for sos com_pliant text version 
(pdf, 406 KB) . 

Through the case study, you follow Beverly, a forty·si ,c year-old woman with 
chronic buMing pain in her mouth. You' ll l earn about her health history, and 
physical exams to perform. You'll also learn about the condition of Bumlng Mouth 
Syndrome (SMS), and how it is related to other common orofacial pain conditions. 
And you will discover potent ial treatments for patients like Beverly.~ 
interactive module ~ and here for sos compliant text version (pdf, 340 KB) • 

Through the case study, you will follow Pet er James, a former stone mason, 
who was called up from the reserves to serve in Afghanistan. His convoy hit an 
I ED and caused extensive damage to his left leg, which requi red amputat ion. He 
is 110w dealing with PTSO, insomnia and phantom limb pain. Follow his 
interdisciplinary treatment as he moves away from the overuse of opjoids and 
toward comprehensive treatment and recovery. yjew inter;ictiye module e and 
here for 508 compliant text version (pdf, 367 KB) 

... .. ·:-:-:.... .·. ·.·:. ~ ............. 

COMING SOON: M r. Fr ank is a 73 year old nursing home resident. R.ecent 
years have been marked by progressive cognit fve decline att ributed to 
Alzheimer's disease. Over the past 12 months he has become non· 
ambulatory and now uses few words most often out of context. He does sti ll 

 
feed hlmself and swallows without difficulty. He is typically •pleasantly 
confused" and compliant with staff guidance and care. ~=···.·.·,·.·.·.·.·.·, ..,_ .............. . 





Learll1, mor,e about p,ah1, .all1d ,opifoid p,r-escr ibing r·islk.s from these modull,es. ,cr-eated by 
NIDA/ ONDCP: CoEPEs 

CENTERS OF EXCELLENCE IN PAIN EOUCATIO~ 

JoeJle is a 2 -year-old ,;1,oman who ustained a tbi1rd~degree ankle sprain in a 
motor \-ehicle accident_ She was transported to a local hospital e:mergeney 
dep,.u1ment (ED) where he w as treated, her ankle was placed in a boot and she 
v;.ras g iven cnitches. Vie,v tl1e module on Safe Prescribing for Pain. 

Edward a 52.-year~old wa:rehous,e employee injured his back at home getting, 
read ·· for a mm~,e out of state_ It is no,;1, 2 months later and he i in your office as 
a new patient. Vie'\.v the module on Manaei.n-2: Pain Patients_ 



The Depart1n11l1 1e11t of Health ,al!ild Human Ser vioes - Office ,o,f Dis,e.as,e Pr',ev,entio11 ,and He,alth 
Pro,motio11i11 re leased an iin e ractiv e tra inifilg too l, Pathways to Safo,r Opioid Us,e,, wh ic h teaches hea lth 
ca re prnv iiders how to comm umiicate the safe use of opiioiids to mafilage chron ic pa in, an d 
imple m e ntation strateg iies for m eetifil g the opiioiid- re lated recommendations from the National Action 
Plan for Adverse Drug Event Prevention (ADE Action Plan) . 

CoEPEs 
CENTERS OF EXCELLENCE IN PA IN EOUCAT IO~ 

The goal of this 
mmlation i to d en1onstrarte b · t practices ii.1 afo op!ioid use aud prevent adv erse dn1g e\·ent _ -Y:ou 'Ii nll 

play a fou1r iudi v -duals (Pha:r:n11acist, N 11.111,r e P:riu1anr Care Pbj icim1 mul Partie:rnt ) , make docis:io11 for 
d1em. a11d ·. ee ho\\J" tJhose decisions tlllaj out. https ://healtb_gov 1cg/trainmg-path\i\ ays_a~p 



PAIN EDUCATI O~ 

A111d d ntedk out tke PBS N,e,w ·s. Hcn11r ' r1epo,rt 01111 tke 111,eed for ' 111111or ',e p1ail1fl ,ed111:catilo1fl,., f eatlllring Dr. 
Dave Thomas {NI DA; CoEPE proj ect lead } , Dr. Antj e Barrev eld {Briigham & Women 1·s ospiita l/ Harvard 
Medical School CoEPE}, and a paper on pa in edlll cation plllbl ish by Beth Hogans and colleagues from 
he JohncS opk iincS Uniiv ers iity Mediical School CoEPE. Click her e to vi ew @ . 



The National Pain Strategy 
Oversight Panel

Professional 
Education
Improve 

professional 
education of 
all providers

Public 
Education & 

Communication
High quality, 

evidence based 
education 

programs for 
patients and the 

public

Prevention & 
Care

increase 
substantially the 
accessibility and 

quality of pain care. 

Disparities
under-treatment 

and inappropriate 
treatment of pain 
among racial and 
ethnic minorities

Population 
Research

Improvement
s in state and 
national data 

are needed

Services & 
Reimbursement
Public health 
entities have 
a role in pain 

care and 
prevention



National Pain Strategy
A Comprehensive Population Health Level Strategy for Pain 

Objective 2: Develop a pain education portal that contains a comprehensive array of 
standardized materials to enhance available curricular and competency tools. The portal 
will serve as a central, comprehensive source for pain education materials and will be 
monitored regularly and updated as new evidence-based guidelines and resources are 
available. The need for knowledge and skills that address how clinician empathy influences 
the effectiveness of care should be included in the available educational materials.

Short-term strategies and deliverables: Convene expert stakeholders to determine the content for a pain education portal. The portal 
would contain evidence-based and/or peer reviewed best practices material about pain care and pain for use by educators and learners. 
Develop and evaluate a pilot portal that leverages the NIH Pain Consortium Centers of Excellence in Pain Education Coordination Center 
contract. 
Medium-term strategies and deliverables:
Launch the portal.
Reconvene stakeholders to develop an annual survey to measure individual school’s progress in teaching about pain. Systematic reviews of 
studies about pain education would be a starting point in developing the content of the survey. 
Conduct the initial survey of schools.
Longer-term strategies and deliverables:
Monitor and keep updating the portal, which would be fully developed over a five-year horizon.

Repeat the survey of schools and otherwise monitor pain education to assure that core competencies are taught. 



What we need?

• Coordination Center! RFP draft written, ready 
for edits.

• Options for CoEPEs.  Waiting, on purpose…
• “Boots on the Ground.”  So much to do…



What We Get:

Opioid Prescribing Guidelines



D. Thomas, J. Frascella, T. Hall, W. Smith, W. Compton, W. Koroshetz, J. Briggs, P. Grady, M. Somerman, & N. Volkow



David A. Thomas, Ph.D.
NIDA/NIH Pain Consortium

dt78k@nih.gov
301 435 1313

mailto:dt78k@nih.gov
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