
 

 

 
IMEDEX, LLC COMMENTS TO 42 CFR PARTS 402 AND 403 DEPARTMENT OF 
HEALTH AND HUMAN SERVICES CENTERS FOR MEDICARE & MEDICAID 
SERVICES MEDICARE, MEDICAID, CHILDREN'S HEALTH INSURANCE 
PROGRAMS: TRANSPARENCY REPORTS 
 

Imedex, LLC (Imedex) is an Accreditation Council for Continuing Medical Education 

(ACCME) accredited medical education company employing 31 professional individuals 

who organize over 100 accredited continuing medical education activities every year, 

reaching over 11,500 healthcare professionals.  

 

Imedex’s mission is to collaborate with the medical community to identify educational 

gaps in specialized therapeutic areas.  We design, develop, implement, and evaluate 

educational activities with the purpose of improving healthcare professional knowledge, 

competency, performance, and patient health outcomes. Imedex achieves its purpose in 

several ways: 

  

• Producing high quality continuing medical educational (CME) activities and 

curriculum aimed at providing healthcare professionals with the most up to date 

and relevant clinical data and research, disease state management, and 

healthcare practices. 

• Delivering medical educational programming regionally, nationally, and globally, 

utilizing live and enduring learner preferred formats.  Imedex continues to assess 

and implement new technologies in order to provide healthcare professionals 

with the most effective and preferred educational platforms and tools. 

• Providing accreditation and consultation services to other educational providers 

and organizations. 

• Partnering with teaching institutions, medical societies, and other organizations 

to expand the availability and reach of our educational programs and offerings. 

• Continually assessing the effectiveness and value of our educational activities.  

Utilize technologies and other tools to measure and track healthcare 

professionals' knowledge, competency, performance, and patient outcomes. 

 



 

 

 

• Meet or exceed all standards and policies as established by the Accreditation 

Council for Continuing Medical Education (ACCME).  Adhere to guidelines and 

policies that are pertinent to the successful operation of a CME company such as 

those established by the American Medical Association (AMA), Health & Human 

Services - Office of Inspectors General (OIG), and the U.S. Food and Drug 

Administration (FDA). 

 

Imedex supports measures promoting transparency and disclosure for direct payments 

from pharmaceutical and medical device manufacturers (“applicable manufacturers”) to 

U.S. physicians and teaching hospitals (“covered recipients”) as mandated by Section 

6002 of the Patient Protection and Affordable Care Act (PPACA)—also known as the 

Physician Payment Sunshine Act--and implemented through regulations promulgated by 

the Centers for Medicare & Medicaid Services (CMS). Imedex recognizes that the 

Physician Payment Sunshine Act has a positive intent to address the continuously 

evolving and often complex financial and ethical relationships between the medical 

profession and industries that have interactions with physicians. Imedex supports HHS 

and CMS in its statements relative to the recognition that relationships between 

medicine and industry can yield positive benefits for physicians, patients and healthcare 

outcomes.  

 

While Imedex welcomes the opportunity to comment on the proposed rules, there are a 

number of background statements and references to CME that are put forth in the 

proposed rules that are based on outdated data. These statements are inaccurate or are 

being misinterpreted in order to rationalize and support provisions in the proposed 

regulations that would cover accredited CME. This unduly and unfairly affects accredited 

providers of CME and the physician faculty with whom they work.  

 

Imedex respectfully submits that the proposed rules reflect continued misunderstandings, 

misrepresentations and misinterpretations of how the CME enterprise functions. While 

applicable manufacturers do provide grant support to accredited CME providers, it is 

those providers who independently (with no influence from any manufacturer) select, 

monitor, and direct faculty.  Accredited CME providers and their faculty, in turn, operate  



 

 

 

under the requirements and standards of the Accreditation Council for Continuing 

Medical Education (ACCME).  

 

Grants from applicable manufacturers (referred to as “commercial interests” or 

“commercial supporters” by the ACCME) are obtained and implemented through a highly 

regulated, systematic, and structured process put forth by the ACCME that mandates 

independence from industry influence, involvement, and control. As such, applicable 

manufacturers who provide grants have absolutely no involvement in the educational 

activity planning, implementation, and outcomes that are enabled with awarded grant 

funds, including grant budgets, faculty honoraria or expenses. In this system, accredited 

CME providers are not third party agents of any applicable manufacturer, individual or 

group. Each letter of agreement (contract) between an accredited CME provider and a 

manufacturer must state this and must clearly acknowledge the accredited provider’s 

complete independence and control over every aspect of the supported CME activity 

needed in order to meet the ACCME requirements, specifically the Standards for 

Commercial Support. These agreements also state that there can never be any input, 

direction or involvement of the supporting manufacturer in the in selection of faculty, 

determination or creation of educational content, or educational design of the intended 

CME activity.   

 

As a result, the accredited provider alone is responsible for decisions regarding faculty 

selection and payment for services rendered for development of educational activities. 

Applicable manufacturers and any other commercial interests cannot and do not provide 

any direct or indirect aspect of faculty selection, management or payment of honoraria, 

travel-related expenses or other CME activity-related payments.  This process ensures 

that the faculty delivers CME activities solely under the direction, control and auspices of 

the accredited providers.  

 

Accordingly, it is inaccurate, misleading, and contrary to the goals of the proposed 

transparency and reporting rules, to represent to the public that honoraria and other 

payments from an accredited provider to any faculty member of an accredited CME 

activity represents a payment, direct or indirect, from an applicable manufacturer. Simply  



 

 

 

put, in the context of a CME grant form an applicable manufacturer to an accredited 

provider, there is no financial relationship between that faculty and the manufacturer. In 

addition, the accredited provider acts completely independently of the applicable 

manufacturer and is not, by definition or in fact, a third party for that the applicable 

manufacturer in providing direct or indirect payments to a covered recipient. 

 

It is clear that CME stakeholders must continue to educate CMS, HHS, and their 

respective government regulators about the accredited CME enterprise, how CME 

providers function to produce medically and clinically-relevant activities (some of which 

are supported with industry grants, some not), and the roles and responsibilities of 

accredited providers, industry supporters, and faculty contributors. 

 

Specific Comments on the Draft Regulations 
As previously noted the regulation draft includes several positive elements relative 

to transparency and reporting of direct payments by covered industries to covered 

recipients. This section details Imedex’s concerns that pertain to instances in which 

the Transparency and Reporting Draft Regulations contain presumptions, 

inaccuracies, or inconsistent application of the legislation regarding relationships 

between accredited providers and manufacturers who provide educational grant 

support. We are further concerned with the intent to assign applicable 

manufacturers with responsibility for reporting and recording payments 

independently made by accredited CME providers to covered recipients who serve 

as faculty for CME activities conducted by those accredited CME provider using 

grant support provided by the applicable manufacturer. 

 

Concern #1: Broad expansion of definition of “Faculty or Speaker for a 
medication education program” 
Section 1128G(a)(1)(A)(vi) of the Act lists the following categories for nature of 

payment: 

• Direct compensation for serving as faculty or as a speaker for a medical 
education program 

•  



 

 
 

• The Act includes accredited providers as “third-party” agent of an 
applicable manufacturer and payer of honoraria and other transfer of value 
payments to faculty who are covered recipients 

 

In the draft rules, CMS and HHS propose to expand the interpretation of this category to 

encompass all instances in which manufacturers pay physicians to serve as speakers, 

and not just those situations involving "medical education programs." This includes CME 

Providers as a “Third-Party” and does not differentiate between continuing medical 

education that is accredited and that which is not, such as non-accredited/promotional 

education. The agency states that CME accredited speaking engagements would be 

included under this definition and reporting requirement. The expansion would require 

reporting of honoraria and transfer of value payments. 

 

While Imedex fully supports reporting of faculty or speaker honoraria, or transfer of value 

payments that are paid directly by the applicable manufacturer to covered recipients, it is 

critical for CMS and HHS to understand that under the ACCME accreditation 

requirements and Standards for Commercial Support, applicable companies can never 

directly or indirectly compensate faculty or speakers, or provide any transfer of value 

payments to faculty or speakers.  

 

The transparency provisions of the Physician Payment Sunshine Act specifically state 

that the reporting provisions were relative to direct payments from covered industries 
to covered recipients. With the proposed rules, this has been expanded to include 

honoraria payments and other payments by an accredited CME provider to faculty of an 

activity that is supported in full or in part by an applicable manufacturer. Imedex believes 

that in doing so, the regulations inappropriately extend beyond the stated intent of the 

legislation and unduly and inappropriately involve accredited providers, who are not 

third-party agents of covered industries, into the reporting process. The proposed rules 

also inappropriately involve and affect faculty who contribute to accredited CME 

produced under the direction of the accredited provider and not any applicable 

manufacturer by suggesting that there exists between the applicable manufacturer and a 

faculty who is a covered recipient a direct payment relationship or an indirect third-party  



 

 

 

relationship under the direction of the applicable manufacturer, when, in fact, that is not 

the case. Further, the regulations are not in line with the requirements of the ACCME 

accreditation criteria and the Standards for Commercial Support as they will require 

accredited providers to report details of faculty relationships - an action that would cross 

the line needed to maintain independence from applicable manufacturers providing a 

CME grant.  

 

Simply put, an applicable manufacturer can only provide grant funding to an accredited 

provider. They have no say in which faculty is utilized or how much honoraria and 

related payments the accredited provider gives to the faculty. The accredited provider is 

not obligated to disclose any specific information to the supporting applicable 

manufacturer on payments made to individual faculty. The proposed rules now, in fact, 

would require this, and in doing so, put upon providers of CME new and significant 

responsibilities to track payments based on applicable manufacturer reporting needs, not 

based on ACCME or other accrediting organization requirements. As each covered 

manufacturer will have different systems and requirements for collecting, recording and 

reporting such information, each accredited provider would be accountable to align their 

systems with each covered manufacturer, while not being a covered recipient included in 

the Act. These collecting, recording and reporting requirements will create a significant 

financial, time and labor burdens to the majority of accredited providers, most of whom 

do not have the systems or support in place to even cursorily meet such obligations. The 

impact of tracking, recording, reporting systems and hours on CME providers were not 

accounted for in the CMS and HHS financial impact assessment of the proposed rules. 

Furthermore, imposition of these requirements will also enable the breach of 

independence of CME providers from applicable manufacturers by allowing these 

manufactures to dictate the amount and the nature of payment made by the CME 

provider to a faculty who is also a covered recipient.  

 

Concern #2: Covered Manufacturers Need to Report CME Payments When They 
Become Aware of Such Payments 
Section 1128G(e)(10)(A) of the Act excludes the reporting of payments or other transfers 

of value that an applicable manufacturer makes indirectly to a covered recipient through  



 

 

 

a third party when the applicable manufacturer is unaware of the identity of the covered 

recipient. However, any payment or other transfer of value provided to a covered 

recipient through a third party, whether or not the third party is under common ownership 

with an applicable manufacturer or operating in the U.S., must be reported, if the 

applicable manufacturer is aware of the covered recipient's identity.  

 

Imedex is very concerned about these provisions and believes that the proposed rule 

was not formulated based on how accredited CME is budgeted and supported from 

applicable manufacturers. The concern is raised because the criterion is vague and ill-

defined and will likely put an undue “a priori” reporting burden on accredited providers. 

This is because applicable manufacturers will most likely seek to include in letters of 

agreements with CME providers that as a condition of grant acceptance, a mandate on 

reporting to the applicable manufacturer, the faculty and payments to the faculty by the 

CME provider.  Such reporting would become commonplace despite the fact that these 

are organizations, who are by definition, independent from any supporting applicable 

manufacturer, have no ACCME requirement for such reporting and who are, by definition, 

not covered recipients and thus excluded from the Act but who work with covered 

recipients.  

 

Regardless of whether the applicable manufacturers will require accredited CME 

providers to report the names and payments to CME faculty routinely or “ad hoc” upon 

becoming “aware”, should the proposed rules become codified as written, applicable 

manufacturers who receive information about accredited provider payments to faculty 

will be required to report a physician faculty CME payment with direct attribution of the 

payment to the applicable manufacturer, even though the payment was actually made by 

the accredited CME provider and despite the fact that the faculty never received 

payment from that covered company/grantor.  

 

This proposed rule is very troublesome as it is blatantly misleading and incorrect. The 

ACCME requirements dictate that accredited providers cannot accept funding for a CME 

activity from an applicable manufacturer that promotes the proprietary interest of any 

applicable manufacture (i.e., “commercial interest”) and so cannot accept CME funding  



 

 

 

that is associated with any product or service of the applicable manufacturer. However, if 

the applicable manufacturers were to report CME payments by accredited providers to 

faculty who are covered recipients, the reporting would force the applicable 

manufacturer to create such an association; for the accredited CME provider this is a 

direct violation of the ACCME Standards for Commercial Support and puts the 

accredited CME provider into non-compliance with the ACCME’s mandates. 

 

This reporting provision also would link faculty, who are chosen exclusively by the 

accredited CME provider, with a covered manufacturer with whom they have no direct 

payment or financial relationship. Ironically, they may never have even heard of the 

covered manufacturer before the accredited CME provider informs them of the support, 

as it is the accredited CME provider who both seeks the CME funding and who makes 

the payments to faculty. Yet, the Transparency Report would publically state that a 

faculty who is a covered recipient received payments (honoraria and other transfer of 

value payments) from an applicable manufacturer without there, in fact, being any 

payment. Again, by ACCME’s requirements, the payment would have come from the 

accredited CME provider and not the applicable manufacturer; there cannot ever be 

such a relationship with an applicable manufacturer. As a result, this provision 

completely misrepresents the relationship between the accredited CME provider and 

faculty and will lead to erroneous information being provided to consumers and would 

put accredited CME providers at risk of being in non-compliance with ACCME 

requirements.   

 

Concern #3: Reporting of CME payments to MD faculty linked to specific 
products per the reporting requirements of the covered companies 

Section 1128G(a)(1)(A)(vii) of the Act requires manufacturers to report the name of the 

covered drug, device, biological, or medical supply associated with that payment, if the 

payment is related to "marketing, education, or research" of a particular covered drug, 

device, biological, or medical supply  

 
NAMEC is concerned that should the proposed rules become codified as written, 

applicable manufacturers will be required to link a physician faculty CME payment with  



 

 

 

direct attribution of the payment to the manufacturer’s product. This proposed rule is 

very troublesome as the ACCME requirements dictate that accredited providers cannot 

accept funding for a CME activity from an applicable manufacturer that promotes the 

proprietary interest of any applicable manufacturer (i.e., “commercial interest”). If 

manufacturers were to report CME payments to faculty of accredited CME activities who 

are covered recipients, the reporting would associate the faculty and the CME activity 

with a product or service of the applicable manufacturer, which is a direct violation of the 

ACCME Standards for Commercial Support, and the accredited provider would therefore 

be in non-compliance with the ACCME’s mandates. This is also very misleading as it 

does not take into account the fact that while some faculty members may discuss 

therapeutic approaches, even though many do not, they very seldom talk about a single 

drug entity as they will be presenting a balanced, non-biased view of the therapeutic 

options available to physicians. As such, the attribution of a single or multiple drugs from 

a single manufacturer to a physician payment would be wholly inaccurate. 

Concern #4 – Misplaced Concerns on CME 
Imedex is concerned that the Background section of the Proposed Rules cites the 

MEDPAC report and its recommendations as one source for justification for 

broadening the reporting requirements to include accredited CME provider 

payments to faculty of CME activities conducted with support from manufacturers 

and who are covered recipients. Use of the MEDPAC report is flawed because it is 

based on data that have been shown to be erroneous. It contains decades-old 

findings and demonstrates practices and/or misinterpretations of available data 

(Chren and Landefeld 1994, Watkins et al. 2003, Wazana 2000, Orlowski and Wateska 

1992). Since the MEDPAC report, there have been no significant additional new data 

or evidence to support concern about accredited provider payments to faculty. As 

before, the areas of transparency concern have involved ethical infractions that 

actually occur outside of the CME arena.  

 

Conclusion 
Imedex supports measures promoting transparency and disclosure for direct payments 

from pharmaceutical and medical device manufacturers (“covered industries”) to U.S. 



 

physicians and teaching hospitals (“covered recipients”) as mandated by the provisions 

of PPACA and implemented through regulations promulgated by CMS. There are many 

positive aspects to the transparency reporting.  

 

However, there are a number of provisions, detailed here, which unduly insert accredited 

CME providers and the faculty of their activities, who may be covered recipients under 

the Act,  into a reporting and accountability responsibility that are not included in the Act 

itself but represent an attempt by CMS and HHS to broaden the reporting requirements.  

The basis for this extension include well-worn concerns regarding  industry support to 

accredited CME providers and do not acknowledge the evidence that was subsequently 

generated to address these issues. The proposed provisions are confusing, burdensome 

and, ironically, do not provide accurate information on direct payments by manufacturers 

to covered recipients. The public interest at large would be better served, instead, to 

focus on truly direct payments that are under the actual responsibility and accountability 

of manufacturers. 

 

Imedex strongly urges CMS and HHS to focus their efforts on working with the ACCME 

and accredited providers to optimize already existing mechanisms that are in place to 

ensure transparency, independence and integrity in CME. We encourage CME and HHS 

to work with stakeholders in CME, particularly physicians, accredited providers and the 

ACCME and other physician organizations to advance these existing principles and 

enable best practices as well as to support workable education that aligns with impactful 

continuing professional development for physicians involved in patient care. 

 

Respectfully submitted, 

 

 
 

Christopher Bolwell 

VP Strategic Accreditation Services & Compliance Officer 

Imedex, LLC 


