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Housekeeping

For audio, please dial (866) 640-4044 and enter 499363.

Today’s meeting is broadcast to the public and is being 
recorded.
 Please be mindful of side conversations that may generate 

excess noise, as there are concurrent workgroup discussions 
taking place.

 Please indicate that you would like to speak by placing your 
name placard on end and raising your hand.

 During introductions, please state your name and affiliation.



Reminders

Adhere to the schedule.
Silent mobile devices.
Mute your mic when not speaking.
Disagree with ideas, not people.
Be mindful of time constraints during the discussion.



Agenda

Morning Session
 Panel introductions (10 minutes)
 Workgroup purpose
 Presentation of the categories of questions (Chair)
 Panel discussion of the fit of each question to the PCORI research 

prioritization criteria (~7 minutes per question)
 Panelists will rank refined questions to identify the top 3-4 questions for 

afternoon session

Lunch

Afternoon Session
 Presentation of top-ranked 3-4 questions (post-panel survey)
 PICOT discussion for each of the remaining questions



Panel Introductions



Workshop Purpose

Evidence Gap: The current evidence base for the use of long-term 
opioids (>3 months) for chronic pain and the effectiveness of different 
risk assessment/risk mitigation strategies is extremely weak, given the 
importance of this topic.
Objective: Identify, refine, and prioritize comparative effectiveness 
research questions that focus on long-term treatment for chronic 
pain. 
 Consider what are the patient-centered comparative effectiveness 

research questions that have the greatest potential for impact and 
uptake?

Workgroups: Two panels will separately discuss the following topics:
 Group 1: Studies that include Pharmacologic Treatment Options, Dosing 

Strategies, and Opioid Dependency
 Group 2: Non-Pharmacologic Treatment Options, Risk Mitigation 

Strategies, and Opioid Dependency



Categorization of Submitted Questions
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78 
stakeholder-

submitted 
questions

Combined 
duplicates

Removed 
those not 

clearly CER

Staff further 
refined and 

consolidated 
questions

Separated 
into 2 

workgroups

~12 questions 
to be 

reviewed by 
each opioid 

panel



Process for Today: Question Refinement

Step 1: Discuss the consolidated questions 
submitted by the group
 Utilize the PCORI Criteria

Step 2: Rank the questions in order of priority
Step 3: Refine the top 3-4 research questions
 Identification and discussion of populations, 

interventions, comparators, outcomes, duration 
and settings

 Consideration of study design, challenges to 
conducting research on specific question, and 
ongoing work in the field.



Step 1: Discuss the Consolidated Questions
PCORI Criteria
1) Patient-Centeredness: is the comparison relevant to patients, their 

caregivers, clinicians or other key stakeholders and are the outcomes 
relevant to patients?

2) Impact of the Condition on the Health of Individuals and Populations: Is 
the condition or disease associated with a significant burden in the US 
population, in terms of disease prevalence, costs to society, loss of 
productivity or individual suffering?

3) Assessment of Current Options: Does the topic reflect an important 
evidence gap related to current options that is not being addressed by 
ongoing research.

4) Likelihood of Implementation in Practice: Would new information 
generated by research be likely to have an impact in practice? (E.g. do one 
or more major stakeholder groups endorse the question?)

5) Durability of Information: Would new information on this topic remain 
current for several years, or would it be rendered obsolete quickly by new 
technologies or subsequent studies?



Consolidated Questions
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1 Studies that Include Non-pharmacologic Options:
In patients with chronic pain, what is the comparative effectiveness and risks of opioids plus non-
pharmacological options versus opioids or non-opioid interventions alone on outcomes related to 
pain, function, quality of life, and doses of opioids used? 
• Potential patient populations may include: patients with chronic low back pain, 

musculoskeletal pain, fibromyalgia,  neuropathic pain; substance abusers, those recently 
incarcerated, pregnant women, cancer survivors etc.  

• Alternative non-pharmacological options may include: physical therapy, behavioral therapy 
proven complementary and alternative medicine approaches etc.

1.1 What are the comparative benefits and risks of a multimodal approach (PT, injections, cognitive 
behavioral therapy) and non-opioid analgesics versus long term opioid analgesics for adults with 
chronic pain?  Outcome measures include quality of life (QOL) indices (better mobility, better 
sleep, better mood, improved daily function) and pain reduction.

1.2 What are the comparative benefits and risks of a combined approach using yoga, mind body 
practice and non-opioid analgesics versus long term opioid analgesics in patients with chronic 
generalized pain?  Outcome measures include QOL indices (better mobility, sleep, mood, 
function) and pain reduction.

1.3 What is the impact of parallel vs. sequential timing of multimodal/integrative pain treatment 
(including opioids and non-pharmacologic treatments) on measures of pain and functional status 
in patients with chronic pain, stratified by treatment modality and underlying disease state?



Consolidated Questions
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1 Studies that Include Non-pharmacologic Options (continued):

1.4 Improving long-term function and pain in opioid-using persons with chronic pain
a. Population: Patients with chronic non-cancer musculoskeletal pain. (3+ months) 

prescribed >1 month opioid therapy (consider a minimum dose such as >20 morphine 
equivalent) 

b. Option 1: Non-pharmacologic, evidence-based interventions (stretching/massage group 
education) in primary care clinic with case management to facilitate and promote 
engagement and long-term maintenance of activities at home

c. Option 2: Similar curriculum/support offered by a community-based organizations 
several times weekly such as the YMCA.  This program must be at no or low cost. Peer 
coach support to encourage engagement and maintenance of activities along with an 
incentive/competition for completion

d. Outcomes: Function (e.g., 6 min walk test, sit to stand 5x) QoL, patient satisfaction, 
mental health (PHQ9, anxiety), pain (10 pt scale), change in dose of opioid repeated 
measures at 3,6, 12 months

e. Study must involve a multidisciplinary team (primary care, pain specialty, PT, 
kinesiology, psychology/psychiatry) to insure that the interventions offer high levels of 
motivation and patient self-management education while coordinating closely with the 
primary care provider.



Consolidated Questions
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1 Studies that Include Non-pharmacologic Options (continued):

1.5 Opioid risk reduction in persons initiating opioids for chronic non-cancer pain
a. Population: Patients with musculoskeletal pain who meet eligibility criteria for initiating 

opioid therapy (e.g, failed alternatives such as PT, non-opioid drugs, injections). This 
project must include vulnerable populations who are more likely to be undertreated for 
pain but who suffer disproportionately from pain (NHANES) including minorities and 
low income groups.

b. Option 1: Patient-centered medical home structure that takes advantage of an EMR 
support package and case management to offer support and insure high quality care. 
The EMR must offer tools to evaluate risk of OAs (ORT) and monitor of total opioid 
dose/daily dose as well as concurrent treatment with potentially risky drugs such as 
psychotherapeutics (e.g. benzodiazepines, hypnotics), antidepressants.

c. Option 2: low opioid dose therapy and referral to a practice-based pain champion – MD, 
PA, RN – who has received advanced training in an evidence based pain management 
program,  Patient visits the clinic specialist at least every 6 months (to supplement care 
from a primary care physician). This arm offers basic EMR support (ORT, OA agreement). 
Both arms offer collaborative care with appropriate specialists (PT, pain experts).

d. Outcomes: Opioid dose, functional measures (6 min speed walk, 50ft speed walk, 5x sit 
to stand), mental health(PHQ 9) /mental functioning (symbol digit test)  measures, pt
satisfaction, measures of opioid misuse (early refill requests, dose escalation)



Consolidated Questions
1 Studies that Include Non-pharmacologic Options (continued):

1.6 Cognitive behavioral therapy 
a. Population: Patient with chronic noncancer pain >3 months without achievement of 

functional goals
b. Option 1: individual CBT directed by primary care clinic-based counselor (e.g. case 

manager trained in a pain management program – consider a refinement of the 
general CBT model such as the  Acceptance and Commitment Therapy (ACT) 1) 
provided in person counseling biweekly alternating with phone call updates -
supplemented by education/practice with meditation and stress management 
techniques in group therapy programs. Case manager collaborates closely with the 
primary care physician in developing a drug treatment program plan and encouraging 
adherence

c. Option 2: patient referred to psychologist for CBT with informational support for 
meditation and stress management approaches

d. In both arms patients are provided educational materials informing them that opioids 
are only one component of a pain treatment program that require other nondrug 
approaches to improve function. 

e. Similar to outcomes above but focus on empowerment, satisfaction, mental health 
conditions (e.g. PHQ9)



Consolidated Questions
1 Studies that Include Non-pharmacologic Options (continued):

1.7 What is the benefit of chronic opioid treatment (COT) compared to self-care management for 
patients with chronic pain for whom primary care providers are considering initiating COT?  
Using a 2x2 factorial design would allow one to examine both of these as individual modalities 
a well as their combination with usual care.

1.8 For patients with chronic pain already established on opioid therapy, are more intensive 
specialty-based interdisciplinary services superior for reducing patients’ reliance on opioids 
and facilitating improvements in functioning/QOL when compared to evidence-based 
multimodal services that can be feasibly delivered in closer connection with primary care 
clinics/clinicians?



Consolidated Questions
2 Risk Assessment and Risk Mitigation Strategies:

In patients with chronic pain being considered for long-term opioid therapy, what is the accuracy 
of various instruments in predicting risk for opioid overdose, addiction, abuse, or misuse?

2.1 What are the benefits and risks of assessing adults with chronic pain syndromes for coexisting 
behavioral health disorders and substance abuse disorders before initiating long term opioid 
treatment versus not assessing for those disorders?  

2.2 For patients with chronic non-cancer pain, who have been on long-term opioid therapy, what is 
the comparative effectiveness of risk mitigation strategies 1) opioid management plans, 2) 
patient education, 3) urine drug testing 4) prescription drug monitoring 5)monitoring 
instruments 6) more frequent monitoring intervals 7) pill counts 8) use of abuse-deterrent 
formulations on outcomes related to overdose, addiction, abuse, or misuse?

2.3 Compared with other medications for various illnesses, through DNA testing can people be 
identified who will or won’t respond to opioid pain relievers?  The intended outcome:  Identify 
patients who will benefit from opioid therapies which will diminish the possibility of prescribing 
these drugs for people who will not benefit, decrease addiction and overdose complications, and 
protect healthcare providers who treat chronic pain patients.

2.4 What are the comparative benefits and risks of pain versus no pain contracts for individuals with 
chronic pain utilizing chronic opioids? 



Consolidated Questions

3 Other:
What is the comparative effectiveness of treatment strategies for managing patients with 
addition to prescription opioids on outcomes related to overdose, abuse, misuse, pain, 
function, quality of life?

3.1 How effective is the use of technology in community based transition programs for youth 
and young adults  (15-25) in managing chronic pain and mitigating risk of opioid 
dependence compared to traditional transition programs?



Step 2: Rank the Questions in Order of Priority

Please check your email. You will receive a link to a 
prioritization survey.
You will see the newly revised questions discussed this 
morning.  Please rank the questions in order of priority, 
with 1 being highest.
Please complete the prioritization survey by 12:30.
We will resume our discussion by 1pm. 



Step 3: Refine the Top 3-4 Questions

Panel ranking results of top 3-4 priority questions
Identify PICOTS related to each question:
 Patient population; 
 Intervention; 
 Comparators; 
 Outcomes of interest; 
 Time frame; 
 Setting

Refine question wording to best reflect research and clinical 
priorities.



Refined Question #1

Identify PICOTS related to each question:
 Patient population; 
 Intervention; 
 Comparators; 
 Outcomes of interest; 
 Time frame; 
 Setting

Consider study design



Refined Question #2

Identify PICOTS related to each question:
 Patient population; 
 Intervention; 
 Comparators; 
 Outcomes of interest; 
 Time frame; 
 Setting

Consider study design



Refined Question #3

Identify PICOTS related to each question:
 Patient population; 
 Intervention; 
 Comparators; 
 Outcomes of interest; 
 Time frame; 
 Setting

Consider study design



Refined Question #4

Identify PICOTS related to each question:
 Patient population; 
 Intervention; 
 Comparators; 
 Outcomes of interest; 
 Time frame; 
 Setting

Consider study design



Closing Remark and Next Steps

The meeting summary will be distributed in a few weeks
The questions that were discussed, refined, and prioritized by 
the panelists today will be shared with PCORI leadership and 
governance in the coming weeks.  
The goal is to use this material to inform potential targeted CER 
funding areas on this topic.
We welcome your follow-up comments via email at 
pfa@pcori.org. 

mailto:pfa@pcori.org


Thank you for your participation.
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