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February 14, 2012 

 

 

 

Marilyn Tavenner 

Acting Administrator 

Centers for Medicare and Medicaid Services 

Department of Health and Human Services 

PO Box 8011 

Baltimore, MD 21244-8018 

 

RE: Medicare, Medicaid, Children’s Health Insurance Programs; Transparency 

Reports and Reporting of Physician Ownership or Investment Interests 

[CMS-5060-P] 

 

Dear Acting Administrator Tavenner: 

 

The American College of Cardiology (ACC) is pleased to submit comments to the 

Center for Medicare and Medicaid Services (CMS) on its proposal regarding the 

transparency reports and reporting of physician ownership or investment interests 

as published in the Federal Register on December 19, 2011. The College is a 

40,000-member nonprofit medical society composed of physicians, nurses, nurse 

practitioners, physician assistants, pharmacists and practice managers and bestows 

credentials upon cardiovascular specialists who meet its stringent qualifications. 

The ACC is a leader in the formulation of health policy, standards and guidelines, 

and is a staunch supporter of cardiovascular research. The College provides 

professional education and operates national registries for the measurement and 

improvement of quality care. 

 

Much has been made by the media of the relationships that exist between 

physicians and industry. The cardiovascular community certainly understands 

these concerns and has taken numerous steps to enhance the relationship 

between patients and physicians, including incorporating protections against 

industry influence on patient care. Ensuring that patient interests remain central to 

medical care is one of the central tenets of the ACC’s Code of Ethics. Because of 

this ethical imperative, the College has committed itself to transparency in its 

relationships with industry. According to the Code of Ethics, “[p]atient welfare 

must be paramount in the practice of medicine. Under no circumstances shall a 

member place his or her self-interest above patient welfare.”1 In keeping with that, 

the ACC adopted and made public its Principles for Relationships with Industry.1 

These principles, adopted in 2008, govern all of the interactions between the 

College and its leaders and industry. For instance, the College limits the number 

and types of relationships physicians may have with industry before joining a 

writing committee for a clinical document. The ACC also requires certain 

relationships between individual physician volunteers or paid participants and  
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industry be made public in order for those individuals to participate in specified activities. All 

leaders of the ACC must submit information pertaining to their relationships with industry and 

absent themselves during discussions pertaining to the particular relationship. 

 

That said, while the ACC is sensitive to the public’s concerns and the appearance of impropriety 

of these relationships, it is crucial that CMS and the American public understand that there is 

nothing nefarious about the large majority of them. ACC believes relationships with members of 

industry provide value when such relationships are ethically structured. To this end, the College 

publishes information about its relationships and its policies that ensure such relationships have 

no influence on educational or scientific content or on decisions pertaining to patient care. 

Particularly today, with the paucity of public funding available for continuing education, quality 

initiatives, and research, industry support is essential to provide the high level of education and 

cutting-edge science that has so dramatically advanced the quality of patient care and improved 

outcomes in cardiovascular care in the last decade. 

 

In this vein, the ACC supports the objectives of the Sec. 6002 of the Affordable Care Act (ACA). 

However, the College has some concerns regarding the interpretation and proposed 

implementation by CMS of this provision of the ACA. The Agency’s interpretation of the statute 

is overly broad, and its proposed method of implementation demonstrates a lack of 

understanding regarding the current state of these relationships and industry donations to 

physicians and physician-involved activities. In fact, the ACC believes that the regulation, if 

adopted as currently drafted, could hinder the ability of medical specialty societies such as ACC 

to obtain commitments from physicians to volunteer and participate in collaborative activities 

whose purpose is to improve patient care because there may somehow be industry funding for 

the activity or the organization, no matter how tangential that funding is to such activity. From 

these collaborative efforts, the College develops clinical guidelines, appropriate use criteria, 

performance measures and other documents that would not exist absent the participation of 

these experts. These efforts in conjunction with advances in science and technology have led to 

significant decreases in cardiovascular morbidity and mortality. The College urges CMS to re-

craft the proposed regulation so as to clearly indicate that volunteerism is to be encouraged and 

that industry funding of organizations or activities does not automatically taint said 

organizations or participants. 

 

Regulation versus preamble 

 

While the preamble provides a great deal of insight into CMS’ intentions with respect to 

application of this regulation, the preamble cannot serve as a substitute for actual regulatory 

text. In the event of a legal dispute, neither covered recipients nor industry will be protected by 

intentions not codified in the Code of Federal Regulations. The ACC urges CMS to ensure that its 

intentions are memorialized in the actual text of the regulations, rather than merely described in 

the preamble. 

 

Indirect payments or transfers of value 

 

Statutes serve as the foundation from which all regulations emanate. The ACA requires that 

“any applicable manufacturer that provides a payment or other transfer of value to a covered 

recipient (or to an entity or individual at the request of or designated on behalf of a covered 

recipient” must report that payment to the Secretary. This language clearly indicates that the 
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only indirect payments or transfers of value that Congress intended to cover were those 

specifically directed to a third party at the request of a covered recipient or those who 

specifically designated funds provided to a third party on behalf of a covered recipient. And yet 

the proposed regulation makes it clear that CMS intends to extend the reporting requirements 

to general donations to organizations involving or employing covered recipients that are not tied 

to specific recipients or even made with their knowledge. By so doing, CMS has clearly exceeded 

its statutory authority.  

 

Prior to the inclusion of the provision into the ACA, members of Congress introduced standalone 

legislation based on the same concerns. This standalone legislation included specific language 

that required the reporting of all direct and indirect payments or transfers of value.1 After much 

discussion, Congress specifically agreed to narrow the reporting requirement to direct payments 

or transfers of value or to those specifically made at the request or designated on behalf of a 

covered recipient. A requirement to report all possible methods that physicians may potentially 

benefit from industry funding appears nowhere in the statute. CMS has overreached on its 

authority in its proposal to require the reporting of indirect payments or transfers of value. 

Removing this requirement and limiting the reporting requirements to those direct payments 

and those made at the request of or designated on behalf of a covered recipient would 

eliminate many of the problematic elements of this proposal and reduce the administrative 

burdens imposed on all parties. The ACC urges CMS to limit the reporting of indirect payments or 

transfers of value to those made at the behest of or designated on behalf of a covered recipient. 

 

The proposal as drafted places no bounds upon what constitutes an indirect payment or transfer 

of value. Instead, it appears that if a physician or teaching hospital could somehow conceivably 

be a recipient of a payment or transfer of value, then it will be imputed to him. This means 

physician leaders of organizations may have lengthy lists of funding attributed to them simply 

because a manufacturer provided funding to that organization and that funding may have 

somehow found its way into his or her salary or provided that individual with some other 

tangential or potential benefit. Not only is this an absurd result, but it is also extremely 

burdensome and difficult, if not impossible, to calculate and track the appropriate amount that 

should be attributed to that individual. Physicians employed by a physician practice or an 

institution may discover that any funding received by the practice or the institution has been 

attributed to them, even if they did not benefit in any real way from that funding. Situations 

such as this may also lead to that funding being counted multiple times, which directly 

contradicts congressional instructions that the information be provided through an Internet 

website that is “easily searchable, downloadable, and understandable.” The ACC strongly 

recommends that CMS limit indirect payments or transfers of value requiring reporting to those 

that truly are under the control of a covered recipient and truly have the potential to affect the 

covered recipient’s neutrality as intended by the statute. 

 

Legal standard 

 

By statute, applicable manufacturers need only report on payments or transfers of value made 

directly to a covered recipient through a third party in situations where the applicable 

manufacturer knows or should know the identity of the covered recipient. While the lack of an 

intent requirement is troubling, the ACC recognizes that this is a requirement imposed upon 

                                                 
1
 S. 2029/HR 5605 from 110th Congress 
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CMS by Congress. That said, the College is concerned by the vagueness of the knowledge 

standard. It is unclear as to what constitutes “should have known.” For instance, applicable 

manufacturers may provide support to conferences or specific activities at conferences 

attended by a large number of physicians. Manufacturers might not be expected to know which 

individual physicians attended the events they sponsored. However, today’s technology allows 

for tracking of entrances and exits into buildings or rooms by particular individuals. Traditionally, 

industry is provided the option of paying for limited access to this technology in certain settings. 

Conference sponsors do not control access to this information, nor do they receive industry 

payments for such access. However, conference sponsors generally have access to or pay for 

access to all of the data. It is unclear as to whether conference sponsors will be required to turn 

over such data, rather than requiring industry to go through the particular vendor separately. 

The ACC believes that conference sponsors should not be placed in the position of spending 

additional resources so as to assist applicable manufacturers meet this requirement and urges 

CMS to clarify this in the final rule. 

 

Reportable versus excludable 

 

Clear definitions of categories that must be reported and those that are excluded are necessary 

to avoid confusion among and conflicts between applicable manufacturers and covered 

recipients. CMS has failed to do so here. For instance, as described below, the Agency does not 

distinguish between accredited education and promotional education. Nor does the proposed 

regulation distinguish between rebates provided directly by applicable manufacturers as 

compared to rebates earned by third parties as a result of spending by applicable manufacturers 

and then spent by the third parties on activities for covered recipients. To ensure they avoid the 

significant penalties set forth in this regulation, applicable manufacturers will be forced to 

interpret these categories as broadly as possible. This increases the potential for disputes with 

covered recipients and difficulty resolving those disputes. The ACC urges CMS to more clearly 

define the categories of reportable and excluded funding. 

 

Education 

 

Industry funding is often used to offset the high costs of physician education, but its effect on 

the education depends on the level of influence that funding has on the particular program. 

Because of this, it is critical to distinguish between education that is accredited and certified and 

educations that is promotional in nature. Providers of education certified by the Accreditation 

Council for Continuing Medical Education (ACCME) such as the ACC are required to follow strict 

guidelines pertaining to industry involvement in such programs. The ACCME Standards for 

Commercial Support2 require that certain critical decisions be made “free of the control of a 

commercial interest.” These include:  

• Identification of CME needs 

• Determination of educational objectives 

• Selection and presentation of content 

• Selection of all individuals and organizations that will be in a position to control the 

content of the CME 

• Selection of educational methods 

• Evaluation of the activity 

                                                 
2
 http://www.accme.org/dir_docs/doc_upload/68b2902a-fb73-44d1-8725-80a1504e520c_uploaddocument.pdf 
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In other words, industry is welcome to assist organizations in making such CME activities more 

affordable for physicians, but industry is not permitted to attach strings regarding content or 

faculty to the provision of such funding. The sponsoring organization must make those decisions 

without input from industry. In fact, often times those decisions are made before industry 

support is sought and obtained. Thus, while industry may be aware of the identity of the faculty, 

they play no role in determining who those individuals will be. Additionally, ACCME requires 

organizations providing accredited certified education programs to have standard honoraria, 

travel and expense policies for faculty. These policies dictate how all faculty are compensated, 

regardless of the program or funder. Industry also does not determine the program budget, so 

any monies used for food and beverages are outside of their control. Any honoraria and 

reimbursement for travel and expenses is provided to faculty by the host organization, that is, 

the provider of the accredited and certified CME program, not industry. These policies have 

been specifically designed and established to limit, if not eliminate entirely, industry influence 

over faculty and program content. Thus, the ACC believes that funding for accredited and 

certified educational programs should be not be considered a source of indirect funding for those 

participating, regardless of capacity, and should not be attributed to faculty.  

 

The ACC is also concerned by the proposal’s implications for accredited and certified CME 

program participants. Registrant lists are generally made available only to participants, if they 

are made available at all. Thus, unless employees of the funder attend the educational program, 

they do not have access to such lists. Yet, under the proposed rule, it is unclear as to whether 

the host of such activity would need to furnish this information to applicable manufacturers. To 

do so would seem to contradict the spirit and intention of the law, that is to protect the 

relationships between patients and covered recipients from the influence of applicable 

manufacturers. Requiring hosts of educational programming to provide attendee lists to 

applicable manufacturers not only would not protect such relationships from the perception of 

interference, it would result in an even greater perception. The ACC urges CMS to make clear 

that recipients of funding for certified CME programs are not required to provide applicable 

manufacturers with attendee lists. 

 

Current and previous levels of industry funding for certified CME programs have helped to make 

such programs affordable to the extent that physician covered recipients have been able to 

meet and exceed CME requirements. Reporting such indirect funding will likely both decrease 

industry funding for such activities and the likelihood of physician participation where above 

and beyond any requirements. Additionally, teaching hospitals will be less likely to assist with 

marketing and hosting such programs. The ACC believes this, too, is contrary to congressional 

intention and quality patient care. Better educated physicians furnish higher quality care. 

Reducing available CME activities certainly does not assist in achieving that goal. Thus, the ACC 

urges CMS to reconsider actions that would potentially reduce the availability of accredited and 

certified CME activities and the likelihood that physician covered recipients will attend such 

programs. 

 

Food 

 

While food and beverages are not integral components of programs and activities funded by 

applicable manufacturers, they frequently are included in the budgets of programs funded by 

industry. The food and beverages are generally available to all attendees, not all of whom are 

covered recipients. It is unclear as to how the cost of these items are to be attributed. 
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Additionally, program sponsors typically do not track who is or is not partaking of such food and 

beverages. In fact, to do so would be difficult and time consuming. The ACC believes that 

physicians who do not eat or drink the food and beverages provided by the program host should 

not have those funds attributed to them and then publicly reported as indirect funding by an 

applicable manufacturer. The ACC agrees and supports CMS’ assessment that general coffee 

breaks at a large meeting or other such event where tracking would be difficult should not have 

to be reported; however, the College believes that this intention has not been carried over into 

the regulatory text. Instead, the ACC urges the Agency to specifically include language in the 

regulatory text that provides that food and/or beverages provided to a general audience where 

tracking would be difficult need not be reported. It should also include language to specify where 

food and beverages are provided in conjunction with an industry-funded event that are not paid 

for or furnished by industry need not be reported. Additionally, the ACC urges CMS to make clear 

that recipients of funding for accredited and certified CME programs are not required to provide 

applicable manufacturers information pertaining to meals and other such expenses. 

 

Research 

 

Cardiovascular disease continues to be the leading cause of death in this country. Because of 

this, the Department of Health and Human Services has developed the Million Hearts Campaign, 

a public-private initiative. The ACC, a partner in this effort, believes that it is the role of 

government to encourage similar such partnerships between non-profit entities, researchers, 

academic institutions, and for-profit entities. Yet the provisions of the proposed rule addressing 

research lack detail and are more likely to discourage such relationships than to encourage 

them. The Agency’s proposal demonstrates a poor understanding of industry-funded research. 

 

CMS proposes to consider all direct funding for research furnished to physician covered 

recipients solely to the principal investigator. This will create an inaccurate perception and 

reflection of the relationship between the applicable manufacturer and the principal 

investigator. Rather than attributing the entire amount to the principal investigator, CMS should 

list research funding separately with names of all clinical investigators who receive funding by 

way of the applicable manufacturer. The ACC does support attributing indirect research funding 

with the institution receiving the funding, rather than the particular physician covered recipient 

who is generally paid a salary that may or may not include funds from the applicable 

manufacturer’s grant. This includes situations where a contract research organizations (CROs) or 

similar entity is employed. The individual physician designated as the principal investigator by 

the CRO should not have all of the research funds attributed to him or her. 

 

There are a wide variety of organizations that conduct research, each with its own structure and 

rules. The ACC itself frequently conducts research through the National Cardiovascular Data 

Registry® (NCDR®). Applicable manufacturers often provide funding to the NCDR for research, 

for achieving certain registration milestones, and a variety of other purposes. Some of this 

funding is used to offset participant subscription fees. Participants may be covered recipients, 

either physicians or teaching hospitals. At present, NCDR does not determine what the value of 

this funding is to each participant in the aggregate, let alone by funding source. It would be 

difficult to quantify the value of this to covered recipients and to separate the funds allocated 

for covered recipients versus others. Situations such as this do not appear to have been 

considered in the proposed rule. Industry funding also may also offset the costs of the annual 

NCDR users meeting. This industry funding supports general registry operations, not this specific 
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program. Will NCDR have to determine and report to industry how this funding is divided and 

spent on covered recipients? This result is contrary to the intent of the statute. 

 

The answers to many of the questions above may vary based on the structure and rules of the 

research entity. PINNACLE®, the ACC’s outpatient registry component of NCDR, is free to 

participating physician practices as a result of industry funding that covers participant 

subscriptions. ACC’s contracts with participating physician practices prohibit the disclosure of 

those participants. Through PINNACLE, participating physicians can apply to participate in the 

Physician Quality Reporting System and Medicare Electronic Prescribing Incentive Program. Will 

any incentives they receive through these federal programs count as payments or transfers of 

value from applicable manufacturers? Does the contract prohibition against disclosure of the 

identity of participants change the answer? The treatment of registries designed to improve the 

quality of patient care under the final regulation may determine the ability of registries to 

attract participants. Covered recipients may shy away from participating in voluntary activities 

that may expose them to the provisions of this regulation, damaging our ability to understand 

the quality of care provided to patients and other information that can be obtained through a 

robust registry. The ACC urges CMS to clarify the rules as they apply to registry operations 

funded by industry.  

 

Patient education 

 

The proposed regulation specifically provides that educational materials directly benefiting the 

patient or intended for patient use do not need to be reported. However, CMS fails to clearly 

define this exclusion category. CMS does ask for comment in the proposed rule as to whether 

materials intended to educate physicians should be included in the category of educational 

materials that benefit the patient. The ACC supports including such materials in the patient 

education category because an educated physician does directly benefit the patient. While the 

College does understand there are concerns that physicians will be swayed by material from one 

manufacturer, the ACC believes the best way to combat that is to allow all manufacturers to 

provide such material and to allow clinicians to weigh and compare such information, making 

decisions based on their best clinical judgment.   

 

CMS need not be concerned about materials other than those aimed at educating patients or 

clinicians being distributed at medical specialty society conferences. Under the codes of ethics 

promulgated by industry trade associations,3 industry is prohibited from distributing at meetings 

and conferences anything but materials that are designed to educate clinicians or patients. 

Frequently, these materials are available to clinicians electronically, such as a USB drive or CD-

ROM, but it may be through other means. Will applicable manufacturers be forced to report the 

cost or value of the USB drive? Will it depend on whether the applicable manufacturer prevents 

covered recipients from reusing the drive? The ACC urges CMS to clarify that these materials are 

excluded from the reporting requirements. It will be difficult for both industry and covered 

                                                 
3
 PhRMA Code on Interactions with Healthcare Professionals: 

http://www.phrma.org/sites/default/files/108/phrma_marketing_code_2008.pdf 

AdvaMed Code of Ethics on Interactions with Healthcare Professionals: 

http://www.advamed.org/NR/rdonlyres/61D30455-F7E9-4081-B219-

12D6CE347585/0/AdvaMedCodeofEthicsRevisedandRestatedEffective20090701.pdf 

MITA Code of Ethics on Interactions with Healthcare Professionals: http://www.medicalimaging.org/wp-

content/uploads/2010/06/MITA_2009CodeOfEthics.Approved19Mar09.pdf 
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recipients to track and report accurately the value of such materials and distribution methods, 

nor did Congress intend for this type of information to be included in the reports.  

 

Minimum threshold for reporting 

 

Under the proposed rule, CMS specifies that payments or transfers of value of less than $10 

need not be reported unless a covered recipient receives more than $100 in the aggregate. 

While the ACC appreciates understanding that payments or items valued at less than $10 

represent no threat to patient care, the College is concerned by the aggregate requirement. 

Setting such an aggregate minimum threshold will require the tracking of every potentially 

reportable exchange and add to the administrative burden for all parties. The ACC recognizes 

the limitations imposed on CMS by the statute and  agrees that $100 is a substantial sum of 

money, but tracking items of less than $10 will add substantially to the burdens of this new 

program on physician covered recipients. The ACC urges CMS to reevaluate this requirement. 

 

Actual notice  

 

Given the potential harm to a covered recipient’s reputation and the physician-patient 

relationship, physicians must have the opportunity to review these reports before they become 

public. According to the proposal, CMS assumes that providing actual notice to covered 

recipients of the report review period will be burdensome and difficult to accomplish, not worth 

the effort. Instead, the Agency proposes to provide “notice” through its listservs and website. 

CMS fails to recognize that most clinicians to not regularly visit its website, nor do they receive 

its listserv announcements directly. Thus, using only its own electronic communication 

mechanisms would be inadequate and would not meet the statutorily-imposed obligation to 

provide actual notice to affected individuals and organizations.  

 

Instead, the ACC urges CMS to provide actual notice to physicians using systems that already 

exist. Both CMS and applicable manufacturers have access to the information of covered 

recipients through the National Plan and Provider Enumeration System (NPPES) Database, the 

same database that the Agency recommends applicable manufacturers use to obtain the 

National Provider Identifiers (NPIs) of covered recipients and that the Agency uses to verify 

physicians’ Medicare enrollment information. This same system can be used to obtain contact 

information to provide actual notice. Additionally, applicable manufacturers should have 

contact information for those covered recipients to whom they provide direct funding and those 

who they designate to receive funding on their behalf. The ACC supports the provision of actual 

notice of the report review period to covered recipients, as well as to third parties referenced in 

the reports because of indirect payments or transfers of value to covered recipients, and believes 

that it is not the overwhelming or complex task described by CMS. 

 

Reports 

 

News travels quickly today, and there has been a great deal of news coverage surrounding 

physician and industry relationships. Erroneous information has the potential to destroy a 

physician’s credibility. With it can come the end of a physician’s career and more importantly, a 

physician’s relationship with his or her patients. Because of this, it is critical that physicians and 

affected parties have enough time to review the information before it becomes public, that the 

information be updated frequently, and that they have the opportunity to correct information. 
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Structure and platform 

 

Physicians and teaching hospitals that receive funding from multiple sources may face a 

significant administrative burden if they have individual, unique reports from each funding 

source to review. Their workload would be greatly reduced if a common platform is used by all 

applicable manufacturers to report the information to CMS and then to make that information 

available to physicians and teaching hospitals for review. The ACC strongly recommends that 

CMS either develop such a platform or work with industry to locate a vendor for such a solution. 

At the very least, the ACC urges CMS to require that reports be provided to physicians and 

teaching hospitals in a standard format to ease the burden on covered recipients. Rather than 

spending time and resources locating similar information on the unique reports of different 

applicable manufacturers, physicians and teaching hospitals will be able to spend the time and 

resources where they belong, on patient care.  

 

Time period for review 

 

The statute requires that covered recipients be provided with a minimum of 45 days to review 

information as reported by applicable manufacturers before the information is made public. 

CMS proposes to require reporting by industry and review by covered recipients on an annual 

basis and encourages industry to share the reports with covered recipients before turning the 

information over to CMS. The ACC believes that Congress intended 45 days to be the minimum 

amount of time for review for covered recipients. The College urges CMS to provide at least 60 

days to allow covered recipients to ensure that they have the appropriate information to review 

these reports and contact third parties when necessary. Additionally, the 45-day window 

includes the time for industry and covered recipients to resolve disputes. This may require more 

than 45 days, and allowances should be built into this review time for adequate dispute 

resolution. Alternatively, the College urges CMS to allow for ongoing corrections to the publicly 

reported information to account for resolution of disputes that make take longer than 45 days. 

 

Access to reports prior to publication 

 

While the statute requires covered recipients be given the opportunity to review information 

before it becomes public, it does not dictate how. In the past, CMS has opted to use systems 

developed for internal purposes to allow physicians to access individual reports. For instance, 

the Physician Quality Reporting System reports are accessible through the Individuals 

Authorized to Access CMS Computer Systems (IACS). IACS is difficult to navigate and physicians 

continue to experience difficulties accessing their reports. The system was originally intended 

for use by Medicare contractors and CMS personnel. Rather than creating a separate system 

intended to be used by external parties, such as physicians and physician practice and hospital 

staff, CMS made some modifications that are difficult to navigate. The ACC strongly recommends 

that whatever method CMS chooses to use for providing covered recipients access to their 

information before it becomes public be built specifically for this purpose, rather than an already 

existing system that is partially repurposed. 

 

Frequency of information updates 

 

Regular updates to the information on industry funding to covered recipients will ensure that 

the public has access to up-to-date information. The proposal to require annual reporting is not 
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frequent enough to accomplish this objective. Rather, the ACC recommends that these reports 

be updated on a quarterly basis at a minimum. The College is not familiar enough with the 

available technology for reporting such information, but we support as close to real-time access 

by covered recipients to this information as is possible. A number of manufacturers have begun 

to publicly report such information on at least a quarterly basis, either in anticipation of the 

implementation deadline for this regulation or as a result of a Corporate Integrity Agreement 

with the Office of the Inspector General. Regular, frequent updates will also help to ensure that 

errors can be corrected while the events are still current for covered recipients, third parties and 

applicable manufacturers, rather than having occurred 12 months prior.  

 

The ACC also believes that, should real-time access and updating not be available, review and 

updates should occur on a standardized schedule. Thus, covered recipients would not have to 

track the report review and update schedule for different applicable manufacturers. This would 

increase the burden on covered recipients and draw time and resources unnecessarily away 

from patient care. 

 

Review by third parties 

 

In addition to publication of the names of covered recipients, the names of individuals and 

organizations involved in indirect transfers will also be made public through these reports. Yet 

CMS proposes no methodology for protecting them from harm, reputational or otherwise. The 

ACC urges the Agency to provide these third parties with the opportunity to review this 

information and to have corrections made before it becomes public. To prevent third parties 

from reviewing and disputing such reports is a violation of their due process rights. After all, 

while there may not be any actual conflict of interest, much has been made of this issue, to the 

point where the perception may exist, thus seriously damaging the reputation of third parties. 

 

Corrections 

 

Under the proposal, the Agency would allow for reports to be corrected on an annual basis, and 

corrections would be limited to the current and previous years. Any additional corrections 

would have to wait a full year to be made public or would not be made at all if they were from 

previous years. As with third parties, incorrect reports could potentially cause significant harm 

to a covered recipient’s reputation. Thus, the ACC urges CMS to accept reports and updates to 

the reports throughout the year on the current reporting year and all preceding years. 

 

Given the statutory requirements and potentially significant penalties, it will be to the benefit of 

applicable manufacturers to report as much information as possible. The College does not 

believe these entities will intentionally report inaccurate information; however, erroneous 

information will inevitably be reported to the government in large part due to the large volume 

of information that will be transmitted. Thus, the ACC believes it will be critical to allow reports 

to be corrected in real-time. 

 

Dispute resolution 

 

Sec. 6002 of the ACA requires CMS to provide applicable manufacturers and covered recipients 

with the opportunity to correct errors in reports pertaining to industry funding of covered 

recipients. Yet, CMS explicitly declines to create a dispute resolution mechanism; instead, the 
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Agency proposes to merely denote that a conflict exists. Rather than taking the easy way out, 

CMS must create an actual process to allow for the resolution of disputes between covered 

recipients, applicable manufacturers and affected third parties. Otherwise, CMS shirks its 

responsibilities to protect the ability of Medicare beneficiaries to obtain necessary healthcare 

services and potentially interferes in the physician-patient relationship. CMS has extensive 

experience creating such mechanisms, as it has done through the traditional Medicare, Medicare 

Part C and Medicare Part D. Independent contractors are used to assist with the normal appeals 

processes of these programs. The ACC recommends that CMS employ these or similar entities to 

assist with this program, as well.  

 

Family privacy  

 

The ACC appreciates the recognition by CMS that family members of physicians are entitled to 

privacy and should not have that right abridged merely because they are directly related to a 

physician. While the ACC certainly understands the potential for the appearance of conflicts and 

the need to understand investment or ownership interests of those family members as they 

relate to applicable manufacturers, those individuals’ names and particular relationship to 

covered recipients do not need to be made public. 

 

Administrative burden 

 

CMS woefully underestimates the administrative burden on physicians, industry and third 

parties affected by this proposal. According to the proposal, CMS believes that only one hour 

per year will be required for implementation of this by physicians and 10 hours for teaching 

hospitals. However, these estimates fail to take into account that covered recipients will need to 

begin keeping meticulous records on events they attend sponsored by industry and the costs of 

such events, records that typically are not kept at present. This record-keeping activity will take 

time for both covered recipients and physician practice staff.  

 

The Agency also fails to consider the burden on third parties who will also be the subject of such 

reports if CMS continues to include indirect payments or transfers of value in the reporting 

requirements. Physician practices, medical specialty societies, hospitals that do not fall into the 

definition of teaching hospitals as set forth in the regulation, and others will also be affected and 

burdened by this rule. Again, record keeping and reviewing will take a great deal of time for 

these individuals and will cost significant funds with little to no reward. Not only will these 

groups have to keep strict account of how industry money is spent or allocated and to whom it 

is directed, but they will also have to provide detailed reports to industry providing the funds 

and covered recipients who are the indirect recipients of how such funding was spent. The ACC 

urges CMS to consider the burdens imposed on all parties involved in these transactions, 

especially in light of the current economic climate. 

 

Conclusion 

 

The ACC strongly supports providing transparency to physician relationships with industry. The 

College believes that such transparency can only enhance the credibility of physicians with their 

patients. However, the ACC has serious reservations about the implementation of this critical 

provision of the ACA and strongly urges CMS to consider the implications for all affected parties, 

especially the patients, should the credibility of their physicians be destroyed by the publication 
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of erroneous information pertaining to the relationships between physicians and industry. 

Inaccurate reports benefit no one. Given the potential repercussions of this rule, the ACC also 

urges CMS to provide longer than a 90-day implementation period after the publication of the 

final rule to ensure that CMS and applicable manufacturers have sufficient time to understand 

the requirements of this rule and to design and implement new systems and processes. 

 

The ACC appreciates the opportunity to provide CMS with comments on this important 

proposed regulation and would welcome the opportunity to discuss this feedback further. We 

look forward to working with CMS on this and future issues. Please direct any questions or 

concerns to Lisa P. Goldstein at (202) 375-6527 or lgoldstein@acc.org. 

 

Sincerely, 

David R. Holmes, Jr., M.D., F.A.C.C. 

President 

 

 

 


