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Memorandum 
To: Marsha Stanton and Linda Kitlinski, Industry Working Group on REMS 

From: Murray Kopelow MD, Chief Executive  

Date: June 27, 2011 

Re: Ensuring the Independence of REMS CME 

Staff of CE accreditors from the AAFP, AAPA, ACCME, ACPE, ADA, ANCC and ARBO met on 
Friday June 24th on the telephone to discuss the continuing evolution of our shared vision 
regarding the implementation of accredited CE in support of REMS. This group of accreditors 
agree that we need to be clear about some important strategic, versus tactical, issues going 
forward that perhaps should be on the agenda this week for the meeting in Newark. 
 
1.       Independence: That accredited CE designed to support REMS will need to meet all 

accreditation requirements to comply with the accreditors’, as well as all the credit 
requirements to comply with the expectations of the credit systems. For example, the 
AAFP requirements regarding the inclusion of a family physician planner, if the activity is 
going to be considered for Prescribed  Credit - and the ACCME's requirement that 
providers ensure that  content and choice of faculty and needs assessment and 
evaluation are free of the control of ACCME-define commercial interests. There is no 
'safe-harbor' for REMS CME. All the normal expectations apply. 

2.       Diversity in the CE Offered in Support of REMS: Accredited CE is a diverse array of 
activities done by a range of providers in a multitude of formats on many topics, to 
address many needs, and with a range of intended outcomes. The decisions on each of 
these variables is made by the CE providers. This diversity ensures that the right CE is 
available to all the professionals. We expect that we will see this same diversity in REMS 
CE and that the locus of control for these decisions will remain with the providers. 

3.       Ensuring the Right Information About REMS CE is Available: We understand that the 
industry funders of REMS CE, and the FDA, will need data and information about the 
people the CE reaches, the scope of the content that the CE covers, the changes that 
result from the CE and the content validity of the CE. Making these measurements and 
making the information available from the measurements is already part of accredited CE. 
We believe we should establish protocols and conventions for collecting this information 
that will preserve the independence of the accredited CE, while at the same time will 
ensure that data from multiple sources can be successfully aggregated for analysis and 
reporting at a national level. 

The CE accreditors want to support those developing and delivering accredited CE in support of 
REMS while at the same time preserving all the standards and requirements associated with our 
accredited CE.  

We were joined on the call by Alejandro Aparicio, MD, Director of the AMA’s Division of CPPD. 

We look forward to moving towards the strategic discussions that are necessary so that appropriate  
tactical solutions can be implemented by those developing and delivering accredited CE in support 
of REMS. 
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Memorandum 
To: Marsha Stanton and Linda Kitlinski, Opioid REMS Industry Working Group  

CC: SCS Users Group, Terry Toigo FDA 

From: Murray Kopelow MD, ACCME Chief Executive  

Date: October 18, 2011 

Re: Opioid REMS Continuing Professional Education in Evolution 

As the REMS accredited continuing professional education (CE) process continues - and after our 

phone call of October 14th, 2011 - I want to be sure that we are all still thinking in the context of 

independent and accredited continuing professional education being the basis of REMS CE. During 

our October 14th phone call, it sounded to me like the Opioid REMS Industry Working Group ( IWG) 

was talking about the IWG dictating educational content, educational format and educational 

objectives to CE providers. This will not be acceptable in accredited CE delivered in compliance with 

the ACCME Standards for Commercial SupportSM.  

We all expect that the FDA will release its “Blueprint” for the content of REMS in the near 

future. We all also expect that this document will specify the categories of information to be 

disseminated and the expected learning outcome for prescribers. Subsequently, the IWG will 

produce requests for educational proposals from the CE enterprise for the development and 

presentation of CE activities. It will be up to providers of accredited CE to determine the venue, 

format, content and expected outcomes for the education. It is important to recognize that an 

ACCME accredited provider will be found in Noncompliance with the ACCME Standards for 

Commercial SupportSM (SCS 1.1 and SCS 3.2) if the provider enters into a commercial support 

agreement where the commercial supporter specifies the manner in which the provider will 

fulfill the requirements of the ACCME’s Elements, Policies and Standards.   

As we have said before, it will not be possible, or acceptable, for the IWG to dictate the needs, 

educational objectives, or content of the CE.  The accredited providers will be entirely responsible 

for the selection of all persons and organizations that will be in a position to control the content of 

the CE, for election of educational methods and for the evaluation of the activity. The ACCME 

believes that continuing medical education can receive commercial support from industry without 

receiving any advice or guidance, either nuanced or direct, on the content of the activity or on who 

should deliver that content. The ACCME Standards for Commercial SupportSM state that a provider 

cannot be required by a commercial interest to accept advice concerning teachers, authors, or 

participants or other education matters, including content, from a commercial interest as 

conditions of contributing funds. On June 27th, 2011, I wrote, “That accredited CE designed to 
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support REMS will need to meet all accreditation requirements ….. There is no 'safe-harbor' for 

REMS CME. All the normal expectations apply.” The accredited providers will decide what the 

REMS CE will be. The strict application of the ACCME Standards for Commercial SupportSM is critical 

in REMS CE.  

Many would say, that  the larger the financial stake a company has in the overuse of Opioids then 

the  larger will be its incentive to minimize the scope, reach and effectiveness of accredited REMS 

CE designed to decrease over use. In our phone call on October 14th I was given the impression that 

members of the IWG have predetermined that the first REMS CE activities should be of a limited 

scope. This does not comply with the accreditation requirements.  The scope will be determined by 

the FDA’s Blueprint, the learner’s needs derived from professional practice gaps and the manner of 

delivery will be determined by the accredited continuing education enterprise. This is a practical 

and realistic expectation. This is how commercially supported accredited CE has been developed 

for the past 20 years, under the terms and conditions of the ACCME Standards for Commercial 

SupportSM.  

It will be acceptable for the Opioid REMS IWG, as a commercial supporter, to specify that the RFP is 

calling for educational proposals that meet the expectations of the FDA’s Opioid REMS Blueprint. It 

will also be acceptable for the RFP to call for the provider of accredited CE to provide information 

back to the IWG that will assist the IWG in meeting its obligations laid out by the FDA in their 

“Opioid REMS Template Letter” released in April 2011.  As we have discussed, the accreditors can 

partially assist the providers, in this regard, by expanding their databases (ex., the ACCME’s PARS 

Database.)  

As we have said all along, REMS CE is a process not a product. Accredited CE will develop as a range 

of activity formats intended for a diverse target audience. We expect some will be present on the 

web, or in print, and some will occur where prescribers live, work and learn. As I wrote in June 

2011, “Accredited CE is a diverse array of activities done by a range of providers in a multitude of 

formats on many topics, to address many needs, and with a range of intended outcomes. The 

decisions on each of these variables are made by the CE providers. This diversity ensures that the 

right CE is available to all the professionals. We expect that we will see this same diversity in REMS 

CE and that the locus of control for these decisions will remain with the providers.” 

I hope this clarification is helpful and that you see in it our continued commitment to the REMS CE 

process. 


