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                                                                                1 April 7, 2011 Dear Physician Colleague: On March 31, 2011, the Centers for Medicare & Medicaid Services (CMS) issued its long awaited proposed regulations on the Medicare Shared Savings/Accountable Care Organizations (ACOs) program, which was authorized by the Affordable Care Act (ACA). The Medicare ACO program is a voluntary program. The CMA has acted swiftly to educate our members regarding ACOs and other new delivery models that are being incentivized, in part, by the ACA. Now that the regulations have been issued, CMA is not only developing material for members to help them understand what is in the regulations, but also working to shape the regulations so that ACOs are physician-led, patient-centric, and ensure voluntary participation from physicians, including independent physicians, under the California Medical Association's principles for ACOs. To view the principles go to cal.md/acoprinciples. These proposed regulations are not final. CMS Administrator Don Berwick, MD, has emphasized the Administration s interest in our comments to help CMS shape the regulations. Comments on the proposed regulations will be accepted for 60 days after the proposed regulation is published in the Federal Register (expected April 7, 2011, so until June 6, 2011). CMS and the Office of the Inspector General (OIG) also issued a joint solicitation of comments on proposed waivers for Medicare ACOs from the self-referral, anti-kickback, and civil monetary penalties statutes. The Federal Trade Commission (FTC) and the Department of Justice (DOJ) issued a proposed policy statement on antitrust and ACOs, and the Internal Revenue Service (IRS) issued a notice pertaining to tax-exempt entities. All these agencies are providing opportunities for the public to comment. The CMA and the Board of Trustee's Technical Advisory Committee on Physician-Hospital Alignments is reviewing the hundreds of pages of documents in-depth and will be working on developing comments based upon the CMA House of Delegates (HOD) adopted ACO principles. The CMS documents can be viewed at: CMS proposed rule on ACOs:   CMS/OIG notice on waivers for ACOs from self-referral, anti-kickback, and civil monetary penalties laws:
2 FTC/ DOJ notice on antitrust enforcement policy and ACOs:   IRS notice on ACO participation by tax-exempt organizations:   Overview of ACO Regulations To help you understand your rights and options and to help shape the final regulations, CMA is developing a detailed and thorough analysis of the ACO regulations. In the meantime, to help you grasp the scope and tenor of the proposed regulations, below is a general overview of some of the key provisions. Summary of ACO model. The ACO concept couples payment and delivery system reform. ACOs are paid through a shared savings payment approach. ACOs allow physicians to be jointly rewarded for the efficiencies they achieve in both the Medicare Physician Part B and the Hospital Part A programs. Physicians in ACOs will continue to bill Medicare under the traditional fee-for-service program. If an ACO reports on quality measures, among other things, and achieves savings by meeting a cost benchmark, Medicare will share a 50-60% of the cost savings with the ACO. ACOs do not have to involve a hospital and may be physician-led and comprised of physicians only. CMA fought very hard to maintain such physician autonomy. ACOs can be primary care or multi-specialty medical groups, or they can be IPAs or other networks of individual physician practices, all with or without integration with hospitals. In a controversial move, the regulations require ACOs to be responsible for downside financial risk. CMS is proposing to implement both a one-sided risk model (sharing of savings only for the first two years and sharing of savings and losses in the third year) and a two-sided risk model (sharing of savings and losses for all three years), allowing the ACO to opt for one or the other models." Under the first, "one-sided" risk model, an ACO that creates a savings of at least 2 percent would get 50 percent of the money above that threshold, but it would have no penalty if it spent more in the first and second year. Under the "two-sided" model, an ACO could receive 60 percent of the money above the threshold, but also would be penalized if it led to higher costs. By the third year of the program, all ACOs would become responsible for expenditures above the benchmark. While beneficiaries will continue to have the ability to choose any physician in the Medicare FFS program, they may be assigned to an ACO. Beneficiaries who choose a primary care physician who participates in an ACO will be assigned to that ACO. In addition, CMS is "proposing to assign beneficiaries for purposes of the Shared Savings Program to an ACO if they receive a plurality of their primary care services from primary care physicians within that ACO." However, if a beneficiary received the intensity of - 3 -
3 their primary care services from a physician outside the ACO, the beneficiary will be retroactively unassigned to the ACO for purposes of calculating shared savings. Beneficiaries will not be assigned to more than one ACO and will not receive advance notice of their ACO assignment. However, providers participating in ACOs will be required to post signs in their facilities indicating their participation in the program and to make available standardized written information to Medicare fee-for-service beneficiaries whom they serve. Additionally, all Medicare patients treated by participating providers must receive a standardized written notice of the provider's participation in the program and a data use opt-out form. An ACO must have at least 5,000 beneficiaries. If an ACO accepted into the program falls short of the 5,000 requirement, it will be placed on a corrective action plan. The ACO governing body must include some Medicare beneficiaries and representation from all ACO participants and the governing body cannot be controlled by non-aco participants. According to CMS, ACOs "will be required to demonstrate a partnership with Medicare FFS beneficiaries by having representation by a Medicare beneficiary serviced by the ACO, in the ACO governing body." CMS requires representation from all ACO participants in order to ensure all ACO participants are provided "an appropriate proportionate control over the ACO's decision-making process." "In order to be eligible for participation in the Shared Savings Program, the ACO participants must have at least 75 percent control of the ACO's governing body." CMS will set spending benchmarks based on Medicare expenditure data. CMS proposes to establish an individualized benchmark for each ACO based on three years of previous data. Whether an ACO will be eligible to receive shared savings, and how much, depends on a series of complex calculations that vary depending on the ACO's size and whether the ACO is using a one-sided or two-sided model. Most important to California physicians, the benchmark will then be risk-adjusted for patients socioeconomic status and health status according to the Medicare Advantage methodology. The proposed geographic cost adjustments may not be adequate. To account for increases in costs, the benchmark will be further adjusted to the national health care spending growth rate instead of the local spending growth rate. Generally, the national growth rate exceeds the California spending growth rates. To be eligible to receive shared savings, the ACO must also meet certain quality standards. There are five standard measures for quality or areas. These include patient care giver experience, care coordination, patient safety, preventive health and at risk population/ frail elderly health. CMS will designate scoring and measurement concepts. Each of the [five] domains is equally weighted in determining an ACO's overall quality performance score, regardless of whether the ACO is in Track 1 or Track - 4 -
4 2." ACOs will also be required to report on 65 quality measures that are consistent with the current Medicare Physician s Quality Reporting Initiative and the Meaningful Use standards. The measures are listed on pages 174 to 194 of the proposed regulations. ACOs must get approval for any changes in ACO participants (i.e., providers) during the three-year contract period. Primary care providers may only participate in one ACO. However, a hospital can participate in more than one ACO, as can non-primary care medical and surgical providers. ACOs must develop policies and programs to improve quality and improve patient care. An ACO, for instance, must develop a process to promote evidence-based medicine, patient engagement and coordination of care. ACOs must have a patient survey tool in place. ACOs must have a process for evaluating the health needs of the population it serves. ACOs must have systems to identify high risk beneficiaries and develop individual care plans for target populations. At least 50 percent of an ACO's primary care physicians must be meaningful EHR users as defined by the HITECH Act and subsequent Medicare regulations. ACOs must meet significant public reporting requirements in a standardized format. CMS may monitor the ACO to ensure they are not avoiding at-risk beneficiaries or distributing unapproved marketing materials (among other things). CMS must approve, for instance, any marketing materials or other communications promoting the ACO. An ACO's shared savings agreement with CMS can be terminated on various grounds (e.g., failure to report quality standards or failure to meet quality thresholds and avoidance of at-risk beneficiaries). There are various decisions which are not subject to appeal by an ACO if it is terminated from the program by CMS. The regulators' policy statement on antitrust laws provides some guidance on how they intend to regulate ACOs. ACOs with two or more participants who have a combined share of 30 percent or less for each common service in a defined geographic area will be declared to be in a safety zone. Those in the zone are highly unlikely to raise significant competitive concerns and the antitrust agencies will not challenge them absent extraordinary circumstances." The ACOs in this safety zone have no obligation to contact the Federal Trade Commission (FTC) or Department of Justice (DOJ). An ACO applicant with a share of 50 percent or more will need to obtain a letter from either the DOJ or the FTC saying the agency does not intend to challenge or recommend a challenge of the ACO. If the DOJ or FTC says it plans to do so, the ACO won t be - 5 -
5 eligible for the Medicare program. The regulators will provide an expedited, 90-day review of requests from ACOs that are above the 50 percent standard. For ACOs between 50 percent and 30 percent, a review won t be required. Such ACOs, however, can seek a review from either DOJ or FTC, and it will still be completed within the expedited 90- day window. In their joint notice, CMS and the OIG propose waivers of the civil monetary penalty, anti-kickback and self-referral laws. It appears that for the self-referral and anti-kickback statutes, the waiver applies only to distributions of shared savings (not any other financial relationships). General Observation on ACO Regulations While the regulations provide some helpful guidance on governance issues that may help prevent the control of ACOs by lay entities, it appears that physicians are not likely to rush to create new accountable care organizations (ACOs) under the proposed regulations issued by CMS. The 429- page CMS proposal imposes more micro-management-rules over ACOs than many expected and requires downside financial risk that was not expected in the shared savings program. The proposed regulations also fail to provide up front flexibility and resources to help solo and small practices join or create ACOs (although there is some indication that CMS will be looking to fund solo-small group practices through the Center for Medicare and Medicaid Innovation). CMA s Proactive Assistance for Physician Members CMA s overarching goal is to provide the best possible information to help physicians make individual decisions about the best practice arrangement for their professional situation. Some physicians will decide to join ACOs. CMA will provide information to help those physicians negotiate optimal arrangements and change the regulations so that they are optimal for those who choose to participate. Other physicians will choose to form their own non-aco organizations. CMA will provide information, tools, and models to help physicians establish such organizations. Strategies for Independent Physicians: To assist independent physicians in navigating these uncharted reform waters, the CMA is working with county medical societies and associations to schedule a series of conferences called Strategies for Independent Physicians to Collaborate and Succeed in the Era of Reform. The conferences will provide information on the various business models that can help physicians pool their talents to effectively compete in the new health care marketplace. Topics also will include ways to provide improved quality of care through clinical integration, and whether it is feasible to form physician-led networks, including ACOs. At each conference, a comprehensive resource manual will be provided. Upcoming conferences will be posted at   and announced in CMA Alert. Innovation Center: CMA Assistance with the CMS Center for Innovation: CMS indicated in its proposed ACO regulations that the newly-formed Center for Medicare and Medicaid Innovation - 6 -
6 ( The Innovation Center or "IC") will strive to assist small physician practices develop innovative practice models. The ACA provided $12 billion in funding to the IC to fund such programs. CMA will be helping physicians obtain funding and approval from the Innovation Center. Webinars: CMA has launched a series of webinars on Accountable Care Organizations, other payment models and the health care reform law in general, to help familiarize physicians with the new law and educate physicians about its impact on their practices. Upcoming webinars will be posted at   and announced in CMA Alert. Archived Webinars: If you missed any of our recent webinars, they are available for ondemand viewing at the CMA website. Go to   and click on On-Demand Webinars. ACO/Payment Model Issue Briefs: CMA has prepared a series of issue briefs on the Accountable Care Organizations and Medical Homes which can be found in CMA s online resource library at   Search Federal Health Reform Issue Brief. CMA Goal As your organization, CMA s goal is to help you take charge of your own destiny in these challenging and changing times, particularly related to the health reform legislation and the regulatory changes it is generating. We want to ensure that medical decisions remain in your hands so that you can serve your patients. We look forward to working with you. Sincerely, James Hinsdale, MD President - 7 -
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