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3.3.1.  Baseline Prescriber Survey 

3.3.1.1.  Baseline Prescriber Survey Design and Methods 

3.3.1.1.1.  Qualitative Pre-Testing of the Baseline Prescriber Survey 
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3.3.1.1.2.  Baseline Prescriber Survey Administration 

3.3.1.2.  Baseline Prescriber Survey Analysis  
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Figure 9: PCD Order Fulfillment through PCD Portal during This Reporting Period, 
November 10, 2012 – May 10, 2013 (N = 241 Orders) 

3.5.3.1.  Conclusion 

3.5.4.  REMS Call Center 
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Issue: Mailing List Update 

Issue: Disposal of unused medication down the toilet complaint 
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Appendix A: Glossary   

/or controlled substances
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http://www.medbiq.org/mems/definitions
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FDA Required REMS Program for Serious Drug Risks

DEA

Patient Counseling Document on Extended Release/Long Acting Opioid Analgesics

REMS compliant Training Programs

REMS compliant training

1
The branded and generic drug products subject to this REMS include all

and

Subject: Availability of Risk Evaluation and Mitigation Strategy (REMS) compliant training
under the REMS for all extended release/long acting opioid analgesic drug products.
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Prescriber Action

strongly encouraged all

Train (Educate Yourself)

Counsel Your Patients –

Patient Counseling Document on Extended Release/Long Acting Opioid Analgesics

Emphasize Patient and Caregiver Understanding of the Medication Guide

Consider Using Other Tools

The Patient Counseling Document on Extended Release/Long Acting Opioid Analgesics (PCD)
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and

Adverse Event Reporting

-
-

The ER/LA Opioid Analgesic Companies
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FDA Required REMS Program for Serious Drug Risks

<Professional Organization/Licensing Board>

Patient Counseling Document on Extended Release/Long Acting Opioid Analgesics

REMS compliant Training Programs

REMS compliant training

2
The branded and generic drug products subject to this REMS include all

and

Subject: Availability of Risk Evaluation and Mitigation (REMS) compliant training under the
REMS for all extended release/long acting opioid analgesic drug products.
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Requested Action

strongly
encouraged all

Train (Educate Themselves)

Counsel Their Patients –

Patient Counseling Document on Extended Release/Long Acting Opioid Analgesics

Emphasize Patient and Caregiver Understanding of the Medication Guide

Consider Using Other Tools
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Adverse Event Reporting

-
-

The ER/LA Opioid Analgesic Companies
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a priori
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1

2

3

Substance Abuse and Mental Health Services Administration. 2011. Results from the 2010 National Survey on Drug Use and 

Health: Detailed Table, Table 7.1.a. Rockville, MD. 

http://www.samhsa.gov/data/NSDUH/2k10NSDUH/tabs/Sect7peTabs1to45.htm#Tab7.1A. Accessed on March 30, 2012. 

Substance Abuse and Mental Health Services Administration. 2011. Drug Abuse Warning Network, 2009: National Estimates of 

Drug-Related Emergency Department Visits, Table 19. Rockville, MD.

http://www.samhsa.gov/data/2k11/DAWN/2k9DAWNED/HTML/DAWN2k9ED.htm#Tab19.  Accessed on March 30, 2012 

Warner M, Chen LH, Makuc DM, Anderson RN, and Miniño AM. 2011. Drug Poisoning Deaths in the United States, 1980–2008, in 

U.S. Department of Health and Human Services, Centers for Disease Control and Prevention, National Center for Health Statistics,

NCHS Data Brief, No 81. December 2011. Hyattsville, MD. http://www.cdc.gov/nchs/data/databriefs/db81.pdf.  Accessed on March 

30, 2012.  
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Thank you very much for your time today. Based on your answer, you are not eligible to take 
this survey. We appreciate your interest in the survey.
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GO 
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GO    
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REQUEST FOR (GRANT) APPLICATIONS (RFA) 

Overview Information 

Sponsoring
Organization

REMS Program Companies (RPC) 

RFA Title Extended-Release and Long-Acting Opioid Analgesics: Risk 
Evaluation and Mitigation Strategy (REMS) 

RFA Code ER/LA ####13 

RFA Goal The goal of this RFA is to support high quality REMS-compliant 
Continuing Education (CE) designed to assist in ensuring that the 
benefits of Extended Release/Long-Acting (ER/LA) opioid analgesics 
outweigh the risks (in patients whose clinicians have determined 
ER/LA opioid analgesics to be an appropriate treatment option).

The mechanism by which this is intended to occur is by educating 
healthcare providers on the Food & Drug Administration (FDA) 
Blueprint for Prescriber Education for Extended-Release and Long-
Acting Opioid Analgesics (“FDA Blueprint”), with the aim to optimize 
both knowledge acquisition and the translation of that knowledge into 
practice. Successful proposals will detail educational initiatives that 
ultimately assist in positively impacting safe and appropriate patient 
care.

RFA
Elements
Essential to 
Meet REMS 
Compliant CE 
Requirements

Educational design Proposed CE activities should take into 
consideration  the requirements for REMS-compliant CE training:

 All activities within each educational program must cover all FDA 
Blueprint elements contained within the six sections of the 
document

 All activies must include a post-activity assessment that covers all 
six sections of the FDA Blueprint. Providers are encouraged to 
consider a means of integrating the assessment that increases the 
likelihood of learners completing it with a passing score determined 
by the Provider since this is a requirement for the learner to be 
counted  toward the FDA REMS goals.

 The activities are subject to independent audit by the CE 
Accrediting Bodies 
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 The activities must be conducted in accordance with the standards 
for accredited CE set by the appropriate Accrediting Body(ies) 

FDA has set explicit definitions and goals about who the target 
audience is and how many will be engaged in completing REMS-
compliant CE bycertain timeframes (see Section 1)

Key Dates RFA Posted: 
Application Due Date: 
Award Notification Date: 

RFA
Document 
Parameters

Grant applicants should submit applications in MS Word.   

Submission
Link

Grant applications must be submitted via the Grant Management 
System (GMS), which will be accepting new grant applications in 
response to this RFP beginning on May 21, 2013.  The GMS system 
may be accessed by way of the RPC website at www.ER-LA-
OpioidREMS.com, via the right-hand-side link “If you are a Continuing 
Education Provider, click here for more information.”  For this specific 
RFA, the appropriate RFA code is RFA 050313.

Questions on 
RFA? 

Please Contact Polaris Grant Coordinator: 

Phone - 1-800-376-9756 

Email – grants@er-la-opioidrems.com
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Section 1: Scope of Problem and Background on ER/LA Opioid REMS  
Scope of the Problem 

According to the 2011 Institute of Medicine Report “Relieving Pain in America: A 
Blueprint for Transforming Prevention, Care, Education, and Research,” as many as 
100 million adults in the US report having a common chronic pain condition, exceeding 
the number affected by heart disease, cancer, and diabetes. 

The economic burden of pain to society is staggering. The IOM Report suggests that 
the annual health economic impact of pain represents a $560 to $635 billion burden to 
the US (in 2010 dollars)i and the morbidity and disability associated with chronic pain 
represents a significant public health issue.  At the same time, however, the misuse and 
abuse of opioid analgesics, one class of medications used for managing moderate-to-
severe chronic pain, has emerged as a major public health/patient safety problem. 

The most recent national data available indicates that: 

 At the patient health level, numerous clinical reports suggest that chronic pain 
remains undertreated; the percentage of patients receiving appropriate and 
adequate treatment has been reported to be as low as 10 25%.

 Patients with chronic pain have difficulty finding physicians who can effectively treat 
their pain, with nearly 50% of patients changing physicians at least once, and nearly 
25% making at least three physician changes.  

 Based on the 2010 National Survey on Drug Use and Health, public health experts 
estimate more than 35 million Americans age 12 and older used an immediate 
release (IR) or ER/LA opioid analgesic for non-medical use some time in their life—
an increase from about 30 million in 2002.1

 In 2009, there were nearly 343,000 emergency department visits involving 
nonmedical use of opioid analgesics.1

 257 million prescriptions for opioids were dispensed in 2009—a 48% increase 
compared with figures for 2000.2

ER/LA Opioid REMS and the REMS Program Companies 

1 Substance Abuse and Mental Health Services Administration. 2011. Results from the 2010 National Survey on Drug Use 
and Health: Detailed Table, Table 7.1.a. Rockville, MD. 
http://www.samhsa.gov/data/NSDUH/2k10NSDUH/tabs/Sect7peTabs1to45.htm#Tab7.1A. Accessed on March 30, 2012.
2 Warner M, Chen LH, Makuc DM, Anderson RN, and Miniño AM. 2011. Drug Poisoning Deaths in the United States, 1980–2008, 
in U.S. Department of Health and Human Services, Centers for Disease Control and Prevention, National Center for Health 
Statistics, NCHS Data Brief, No 81. December 2011. Hyattsville, MD. http://www.cdc.gov/nchs/data/databriefs/db81.pdf. Accessed 
on March30, 2012.
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The Extended-Release and Long-Acting (ER/LA) Opioid Analgesics REMS is designed 
to ensure that the benefits of ER/LA opioid analgesics outweigh the risks (in patients 
whose clinicians have determined ER/LA opioid analgesics to be an appropriate 
treatment option). The goal of this REMS is to reduce serious adverse outcomes 
resulting from inappropriate prescribing, misuse, and abuse of extended-release or 
long-acting (ER/LA) opioid analgesics while maintaining patient access to pain 
medications. Adverse outcomes of concern include addiction, unintentional overdose, 
and death.3

FDA has developed a Blueprint for Healthcare Providers Education for Extended-
Release and Long-Acting Opioid Analgesics (“FDA Blueprint”), which is posted on the 
FDA website for use by accredited CE Providers to develop the actual CE activities. 
(http://www.fda.gov/downloads/Drugs/DrugSafety/InformationbyDrugClass/UCM277916
.pdf)

The FDA determined that a single shared system was to be implemented for all 
products within this drug class. As a result, the RPC was created, being comprised of 
the 17 companies4 that have ER/LA opioid products. RPC-supported REMS education 
will be provided through accredited continuing education (CE) activities supported by 
independent educational grants from these companies.3  For a complete listing of the 
RPC member companies, see www.ER-LA-OpioidREMS.com

FDA Expectations of  RPC-supported REMS Education and Desired Outcomes 

The desired outcome of  ER/LA opioid analgesic REMS-compliant CE is to increase 
understanding of appropriate patient assessment and prescribing practices, as well as 
other information which can help reduce misuse, abuse and overdose deaths 
associated with ER/LA opioids analgesics.  Education that is focused on the expected 
results outlined below should result in healthcare professionals incorporating practices 
that assist in maintaining that the benefits of opioid analgesic medications outweight the 
risks.

The expected results of the education as described by the FDA in the FDA Blueprint 
introductory section are that prescribers of ER/LA opioid analgesics will: 

 Understand how to assess patients for treatment with ER/LA opioid analgesics 

3 Adapted from the FDA Approved ER/LA Opioid Analgesics REMS document (October 2012 version). ER/LA Opioid
Analgesics REMS
(http://www.fda.gov/downloads/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/UC
M311290.pdf)
4 As of March 2013
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 Be familiar with how to initiate therapy, modify dose, and discontinue use of ER/LA 
opioid analgesics 

 Be knowledgeable about how to manage ongoing therapy with ER/LA opioid 
analgesics 

 Know how to counsel patients and caregivers about the safe use of ER/LA opioid 
analgesics, including proper storage and disposal 

 Be familiar with general and product-specific drug information concerning ER/LA 
opioid analgesics 

 FDA has set goals/time frames for the number of –prescribers completing REMS-
compliant CE.

The first FDA-mandated CE goal5 stipulates that 80,000 ER/LA opioid analgesic 
prescribers will have successfully completed  REMS-compliant CE, as defined at 
the bottom of page 1, by Feb 28, 2015.

Subsequent goals established by FDA in the REMS are:  

160,000 ER/LA opioid analgesic prescribers will have  successfully 
completed  REMS-compliant CE, by Feb 28, 2016 

192,000 ER/LA opioid analgesic prescribers will have  successfully 
completed  REMS-compliant CE, by Feb 28, 2017 

Definitions and Clarifications:

Definition of ER/LA opioid prescriber :   « an individual clinician who is registered with 
the DEA, eligible to prescribe Schedule 2 and/or 3 controlled substances, and has 
written at least one ER/LA opioid script in the past year. » (Please see MedBiquitous 
website for reference : 
http://www.medbiq.org/mems/definitions#ER/LA opioid prescriber)

Note : To be counted toward these FDA REMS goals, a learner must  meet the FDA 
ER/LA Opioid REMS definition of « prescribers successfully completing » 6 all 
components of an educational activity.   

Definition of « prescribers successfully completing » a REMS educational activity :
ER/LA opioid prescribers that have completed all components of an educational activity 

5 FDA. “Blueprint for Prescriber Education for Extended release and Long acting Opioid Analgesics,” 2012.
6MedBiquitous Medical Education Metrics Definitions http://medbiq.org/mems/definitions. Accessed 3/29/13.
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and met the education provider’s criteria for passing.  Components of an educational 
activity include instruction, assessment of learning, and potentially evaluation. (Please 
see definition of « prescribers_successfully _completing" at the MedBiquitous website : 
http://medbiq.org/mems/definitions The FDA Blueprint and additional information on 
REMS-compliant CEcan be found on the RPC website at: www.ER-LA-
OpioidREMS.com.
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Section 2: Funding Opportunity and Award Information 

2013 RFA and Differentiating Features from 2012 RFAs

In 2012, the first two RFAs (ER/LA 010812 and 020912) were issued by the RPC. 
These 2012  RFA documents may be accessed by way of the RPC website at www.ER-
LA-OpioidREMS.com, via the right-hand-side link “If you are a Continuing Education 
Provider, click here for more information” and then clicking on the link “CE Grant 
Management System.

This third RFA, ####13, seeks to expand the RPC’s initial efforts to support education of 
healthcare providers on the FDA Blueprint with two modifications.

First, proposed educational activities must incorporate principles of adult learning and 
instructional design to optimize both knowledge acquisition as well as the application
and implementation of that knowledge into routine clinical practice. 

Secondly, proposals may incorporate optional activities that enhance individual adoption 
of what clinicians learn from the FDA Blueprint through organizational change initiatives. 
While the primary focus of this RFA remains on educating individual healthcare 
providers on the FDA Blueprint, the RPC understands that individual and 
organizational factors simultaneously influence clinical practices and outcomes. 

Award Details 

Anticipated Number 
of Awards 

The number of submissions and their ability to address the full 
FDA Blueprint and assessment requirements will determine the 
number of grants awarded in 2013. 
Because of the need to engage large numbers of learners in 
successfully completing educational activities covering the full 
FDA Blueprint and passing the post-activity assessment, grant 
applicants are encouraged to incorporate effective co-
sponsorships, partnerships and/or collaborations among 
organizations who have already established ongoing 
relationships/regular communication with the primary audience 
for REMS CE.  (See Section 4, #5).

Award Budget RPC understands that there will be a range of costs per learner, 
depending upon the specifics of the proposal. As a frame of 
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reference, in 2012, the estimated cost per learner “successfully 
completing”  education covering the full FDA 
Blueprint/assessment requirements ranged from $62 to $149 
per person. 

Award Project 
Period

Because of the need to report ongoing progress to FDA, the 
expectations are that:

 The initial activity within the proposed program must begin 
within four months of signing the Letter of Agreement (LOA) 

 If an educational program contains multiple activities, all 
activities must start within twelve months of signing the 
LOA.

 Any portion of a proposal with a start date more than twelve 
months beyond the execution of the initial LOA will require a 
separate grant application (although an activity that begins 
within twelve months of LOA execution may overlap two 
calendar years)

Other Award 
Information 

To optimize the learning opportunities, the RPC intends to fund 
multiple grant applications from different Accredited Providers 
and educational partners with different, yet complementary, 
initiatives. Preference will be given to those grant requests that 
permit the RPC to support multiple high quality, diverse 
programs that will enable achievement of the education 
participation goals and outcomes as described in the FDA-
approved ER/LA Opioid REMS.

Grant applications will be considered that demonstrate how the 
proposed education will fully meet or exceed the criteria for 
being REMS-compliant,  are cost-effective, for the scope of the 
proposal, and attend to the RFA Criteria outlined in Section 4.
(eg, innovation, number of ER/LA opioid prescribers expected 
to complete fully REMS-compliant CE, etc).  
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Section 3: Applicant Eligibility Criteria 

 The Accredited Provider who submits the grant application must serve as the 
Provider of Record for the activity and  must be engaged in or represent 
healthcare professionals responsible for the delivery of patient care (e.g., 
Schools of Medicine, Pharmacy or Nursing, Hospitals, Medical Societies, 
Professional Associations, or governmental organizations). 

 Applicants must be accredited to provide CE by a national accrediting body (e.g., 
ACCME, AAFP, AANP, AAPA, ACPE, ADA, ANCC, AOA,  or equivalent 
accrediting body) or by an official state accrediting agency, and must 
demonstrate that their organization is in good standing at the time of application. 

 Applicants must have demonstrated capabilities in the design and successful 
implementation of innovative, interactive, engaging multimodal educational 
activities, and effective communication skills as evidence by solid partnerships 
and collaborations.
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 Detailed budget for the pilot organizational change initiative, separate from your 
primary budget related to providing CE to individual health care professionals  

 Timeline of project 

Because this component of the RFA is aimed at the organizational-level, proposed 
projects will be evaluated on: 

 Overall value-add to the individual healthcare provider education program 

 Benefit of additional cost in relation to the potential for further advancing the 
application of learnings from REMS-compliant CE into clinical practice 

 Potential for gaining greater insight into the importance of organizational change 
initiatives 

While all grant applicants must meet the eligibility criteria outlined in Section 3, for 
proposals that include organizational change initiatives, such initiatives may involve 
additional audiences who fall outside the scope of the above criteria. 
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plays and other features of active learning and problem-
based learning approaches, to guide learners in reflection 
and application of new knowledge to their practice settings

 Activities that are innovative / creative in nature, motivating 
learners to participate and complete all activities 

Multi-exposure (education sessions): Content is delivered in 
digestible chunks or modules, over time, in ways that 
optimize learning.

Knowledge
transfer16,18

Principles from the field of implementation science are 
incorporated into overall learning program to address barriers 
to the application of the knowledge conveyed in the program.  

Interprofessional 
education14,17

Facilitates interprofessional education and educational 
activities, particularly for healthcare providers practicing in 
settings in which care is delivered by multidisciplinary teams

Valid and reliable 
outcome
measures14,18,19,20

Educators should provide evidence for the validity and 
reliability of CE evaluation and outcome assessment methods. 
Preference will be given to proposals that integrate outcome 
assessmentsthroughout the learning program (versus waiting 
until the end of the entire program), to optimize learner 
completion rates.  

12 Chiauzzi, E., K. J. Trudeau, K. Zacharoff, and K. Bond. “Identifying Primary Care Skills and Competencies in Opioid
Risk Management.” Journal of Continuing Education in the Health Professions 31, no. 4 (2011): 231–240.
13 Van Hoof, T. J., and T. P. Meehan. “Integrating Essential Components of Quality Improvement into a New
Paradigm for Continuing Education.” Journal of Continuing Education in the Health Professions 31, no. 3 (2011):
207–214.
14 Institute of Medicine. Relieving Pain in America: A Blueprint for Transforming Prevention, Care, Education, and
Research. National Academy Press, 2011.
15 Mansouri, M., and J. Lockyer. “A Meta analysis of Continuing Medical Education Effectiveness.” Journal of
Continuing Education in the Health Professions 27, no. 1 (2007): 6–15.
16 Ratanawongsa, N., P. A. Thomas, S. S. Marinopoulos, T. Dorman, L. M. Wilson, B. H. Ashar, J. L. Magaziner, R. G.
Miller, G. P. Prokopowicz, and R. Qayyum. “The Reported Validity and Reliability of Methods for Evaluating
Continuing Medical Education: a Systematic Review.” Academic Medicine 83, no. 3 (2008): 274–283.
17 Sargeant, J., F. Borduas, A. Sales, D. Klein, B. Lynn, and H. Stenerson. “CPD and KT: Models Used and
Opportunities for Synergy.” Journal of Continuing Education in the Health Professions 31, no. 3 (2011): 167–173.
18 Marinopoulos, S. S., T. Dorman, N. Ratanawongsa, L. M. Wilson, and B. H. Ashar. “Effectiveness of Continuing
Medical Education.” Evidence Reports/Technology Assessments, January 2007.
19 Price, D. W., E. K. Miller, A. K. Rahm, N. E. Brace, and R. S. Larson. “Assessment of Barriers to Changing Practice
as CME Outcomes.” Journal of Continuing Education in the Health Professions 30, no. 4 (2010): 237–245.
20 Brownson, R. C., G. A. Colditz, and E. K. Proctore (eds). Dissemination and Implementation Research in Health:
Translating Science to Practice. New York: Oxford University Press, 2012.
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Budget Reasonable cost per learner given the proposed educational 
program (see Section 2)

Marketing Plan for 
CE Program 

Detailed marketing strategy outlined for how target audience 
will be reached, motivated to participate in the 
educationalactivity, engaged to complete the entire educational 
program, including attainment of passing assessment score 
determined by the Provider.
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