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October 7, 2016

Commissioner Monica Bharel, MD, MPH
Massachusetts Department of Public Health

250 Washington Street, 2nd Floor
Boston, MA 02108

Re: Proposed Regulations Governing Determination of Need (105 CMR 100.000)
Via Electronic Submission  

Dear Commissioner Bharel:

Steward Health Care System LLC (Steward) is New England’s largest community-based accountable care organization (ACO), encompassing ten hospital campuses and over 2,700 physicians and specialists, as well as nurses, home health, behavioral health, and allied services professionals. All of Steward’s hospitals are disproportionate share hospitals. Over seventy percent of all Steward patients have coverage through public payers, a significant number of whom are covered by Medicaid. We are very proud of our innovative model of health care delivery and proud to serve as a key source of both health care and employment across our many communities.
Steward strongly supports regulations that promote innovative health care solutions and competition, as well as reimbursement policies that shift providers toward total population health strategies and away from fee for service. 
We commend the Department of Public Health’s (DPH) efforts to modernize and reform the Determination of Need (DoN) process, which seek to align DoN with the state’s goals to move from volume to value. In particular, Steward recognizes and strongly supports the following changes to the DoN process: 
· Shift to Provider Systems as Applicants. This shift provides context for a provider’s DoN application and enables the examination of a health care system’s community and population health strategy versus today’s model of episodic-based care;
· Managed competition for ambulatory surgery centers;
· Shift toward value; 
· Focus on population health management and social determinants of health;
· Participation in Medicaid as a condition of DoN approval. 
Below you will find our suggested amendments to the proposed regulation. We believe our suggestions will enhance the DoN process and assist DPH in accomplishing its mission of assuring access to high quality health care services, while ensuring value for the consumer by offering the best quality care in the most affordable manner possible. We also believe in the consistent application of the DoN process and its review factors across specialty and non-specialty providers. As such, Steward strongly requests that DPH apply the same process, metrics of value, patient need, cost and standard conditions to both specialty and non-specialty providers in a consistent manner.   
100.100: Definitions 
“Patient Panel”

The proposed regulations include a definition of patient panel as the “total of the individual patients seen over the course of the most recent complete 36-month period by the Applicant or Holder.” 
Steward suggests that DPH adopt the following definition, which will allow the Department to adequately assess whether an Applicant’s project offers value to the residents who live in the community in which the Applicant proposes a project, as well as to assess whether the project will add value from the perspective of enhancing access to care, offering good quality care, addressing social determinants of health and ensuring that cost containment goals are met, respectively:
Patient Panel: total number of individuals served by the Applicant or Holder over the last 36 months across all payers, including individuals served under alternative payment contracts with private carriers, alternative payment contracts with Medicare such as ACO programs, and alternative payment contracts under Medicaid, including individuals with behavioral health and psychiatric needs. The Applicant’s patient panel data submission shall include a breakout of patient panel by payer (private insurance, Medicaid, and Medicare, respectively). 
100.210 (A) (1): Applicant Patient Panel Need, Public Health Value, and Operational Objectives
“Patient Panel Need”

Steward suggests that DPH add the following language to this factor in order to ensure that any proposed projects meet the needs of the community and the payer mix of that community: 

The Applicant shall demonstrate how the Proposed Project will meet the needs of the populations that reside in the Proposed Project’s service area by insurance coverage type including, but not limited to Medicare, Medicaid, private carriers, and uninsured populations, respectively.    

“Public Health Value”

Steward suggests that public health value also be reflective of the community and primary service area in which the Applicant desires to submit a project, not merely reflective of a particular population that the Applicant wants to specifically target. Steward suggests the following language: 

The Department has determined that the Applicant has provided sufficient evidence that it has the necessary primary care resources to support its proposal and that the Proposed Project will improve the coordination of care for the Applicant’s patient panel, as well as for any residents or patients who need or seek such services in the area where the Applicant desires to advance a project. The Applicant shall include sufficient evidence that the Proposed Project will expand access to primary care services for all individuals in the area where the Applicant desires to advance a project across all insurance coverage types, including private insurance, Medicare and Medicaid, respectively, and shall provide a three year forecast of the individuals that shall be served by payer mix.

“Price”

Steward commends DPH for the addition of price as a factor in the evaluation of DoN applications. However, in order to truly gauge an Applicant’s impact on cost and value, price must be reviewed together with other important factors including total cost of care, medical expense, population demographics, premium, and link to value. Steward suggests the following language: 
The Applicant must demonstrate that the proposed project will compete on the basis of price and will result in lower total medical expense (TME), lower cost, and lower premiums, as appropriate. The Applicant shall submit an analysis of its publicly reported prices comparing such provider organization’s prices to its competitors and demonstrate that the proposed project will not result in higher prices, but shall result in lower TME as compared to its competitors. The analysis shall also include the Applicant’s weighted average payer rate which weights the average payment to a hospital for each payer by the volume a hospital or provider experiences for each payer. The analysis shall also include a mathematical projection of the impact on consumer premiums or consumer out of pocket costs for the population residing in the area where the Applicant desires to advance a project. 
100.210 (A) (2): Health Priorities
Steward suggests the following addition to the “Health Priorities” review factor: 
As part of its application, the Applicant shall submit a community health needs assessment that shall quantify how the proposed project will improve the impacted community’s wellness, health care outcomes, social determinants of health, and access to primary care for all individuals residing within the Applicant’s primary service area.  The analysis shall also detail the projected number of individuals to be served by the Applicant detailed by insurance coverage, including private insurance, Medicare and Medicaid, respectively, town-level data (or other geographic level, as appropriate), community investments made, or to be made by the Applicant toward addressing social determinants of health, and how such proposal will address an unmet need in the area or advance better care outcomes through both enhanced access to care as well as strategies to address social determinants of health in the area.  
DPH should also require Applicants to submit a community health needs assessment conducted by an independent 3rd party, which will provide DPH an objective and data-driven assessment on which to evaluate an Applicant’s proposed project and commensurate impact on the community and its residents. 
100.210  (A) (4): Financial Feasibility and Reasonableness of Expenditures and Costs 
In addition to the documentation required in the proposed regulations, Steward suggests that Applicants be required to submit a five-year plan detailing the financial sustainability of the proposed project. The inclusion of a such a financial sustainability plan as part of the review will not only ensure that the Applicant has provided a tangible plan, but also that the applicant can support the proposed project in a viable and self-sustaining manner absent of state or federal subsidies. 

Steward also recommends that this section include a provision for the protection of proprietary financial or business information. DPH could adopt the Health Policy Commission’s process whereby financial work documents are kept confidential, but the final CPA/independent review letter is public. 
100.210 (A) (6): Community-Based Health Initiatives 
Steward is a strong supporter of community initiatives that address complex social determinants of health and environmental issues such as housing and poverty. Steward strongly recommends that DPH require Applicants to detail how such applications will assist the communities in which they desire to operate or expand through direct employment, partnerships with community organizations and strategies to address social determinants of health as well as through investments, including the payment of taxes. As such, we recommend that taxes paid by providers should offset the 5% Community Health Initiative contribution. Alternatively, DPH could allow providers who have reached their charitable cap under the IRS or DOR, respectively, to count such investments toward the 5% contribution.
100.310 (K): Standard Conditions
Steward is pleased with the inclusion of participation in Medicaid as a standard condition of approval for proposed projects. DoN projects should not only reflect the needs of the Applicant’s patient panel but should also reflect the needs of the entire community in which the Applicant desires to advance a project. Steward offers the following two suggestions to this provision, including defining “meaningful” participation in Medicaid: 
(K) If the Holder is eligible, the Holder shall provide written attestation, under the pains 

and penalties of perjury, of participation, or its intent to participate, in MassHealth 

pursuant to 130 CMR 400.000 through 499.000. 
Meaningful Participation in Medicaid
The Applicant must demonstrate that the Proposed Project will serve a substantially similar payer mix to the payer mix within and surrounding the proposed service area, including a similar proportion of Medicaid patients. In the event that the Applicant’s project does not propose to serve individuals with Medicaid coverage, such Applicant shall either remove their Application, or shall agree to pay an annual assessment of not less than 15% of the Applicant’s annual revenue should the project be approved by DPH.  
100.630: Delegated Review 

Steward proposes an amendment to the categories of projects eligible for delegated review. We suggest the addition of a clause after 100.630 (A) (6) that facilitates the expedited review of projects submitted by an ACO that meets all of the DoN metrics suggested in this letter. The addition of such a clause for delegated review will encourage providers to improve care, shift away from episodic fee for service models, lower costs, and will enable ACOs to respond to the ever-evolving needs of their patients in real-time fashion.
We recommend the addition of the following clause after section 100.630 (A) (6): 
(7) An Application for a Proposed Project where the Applicant is participating in an ACO program sponsored in whole or in part by the Federal or State Government, respectively, provided that the Applicant ACO is certified as a Risk Bearing Provider Organization by the Division of Insurance, participates in the Medicaid ACO program, and/or participates in the Medicare ACO program. 
This particular category of ACOs –those who are participating in government sponsored programs such as the MassHealth Medicaid ACO program or the Medicare ACO program— are effectively acting on behalf of a government agency. As such, these Applicants often have to make immediate decisions in response to guidance from government and require flexibility and timeliness to manage their attributed population. Applications by ACOs that meet the criteria recommended herein should have their applications expedited assuming that the Applicant provided sufficient evidence of need and value based on the factors suggested in this letter. 
100.740 (A): Other DoN-Required Categories – Ambulatory Surgery 

Steward supports the conditions that DPH has placed on the expansion of Ambulatory Surgery Centers and suggests the following amendments to ensure that the intent of the regulatory change is met.
The Applicant’s proposed project should offer services to all of the patients in the community in which they propose to advance a project and the proposed project should reflect the needs and make-up of the community. For example, if the community in which the Applicant is proposing to advance a project is made up of predominantly Medicaid patients, the entity cannot propose to serve commercially-insured patients exclusively in that community. 
Additionally, Steward requests that the proposed regulations be revised in order to allow existing hospital outpatient surgery satellites to expand within the Applicant’s primary service area. 
100.100: Definitions 
“Disaggregation”

Steward understands the proposed definition of disaggregation is intended to prevent Applicants from purposefully “dividing up” projects or components of projects in order to keep the project below the Substantial Capital Expenditure Minimum. Although we agree with the need to address this concern, the disaggregation section may raise confusion and delays as currently drafted especially for organizations that function as ACOs and have a presence across dispersed geographic areas. We respectfully suggest that the disaggregation section incorporate a parameter that allows an ACO to be reviewed under an expedited delegated review by the Commissioner. For example, if an ACO submits multiple projects that trigger a DoN because the disaggregation cap has been exceeded, the Applicant’s new project should be reviewed under a delegated review if they are an ACO that has met the DoN Factor Metrics that we suggest above.  This proposed change makes it clear that the DoN process will prioritize projects that add value for consumers and remain cost efficient, but also that align with the state’s policy objectives of advancing cost efficient ACOs that coordinate care across their provider system.  

Non-Acute Free-Standing Private Psychiatric Hospitals
Steward urges DPH to require a DoN for non-acute freestanding, private psychiatric hospital projects of any kind. This requirement will level the playing field between non-acute private psychiatric hospitals and acute care hospitals that provide inpatient behavioral health services by holding both entities accountable to similar conditions of licensure, or DoN approval. Steward also respectfully requests that DPH and the Department of Mental Health coordinate both the licensure of non-acute private psychiatric hospitals, as well as the DoN Application process and its commensurate conditions of approval (e.g. participation in Medicaid, value metrics, etc). 
Thank you for your leadership in reforming the state’s DoN process. We appreciate your consideration of our comments, which are grounded in our belief that innovative approaches to existing regulatory frameworks are essential to achieve both value and better health care outcomes for all patients. 
Sincerely,
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David Morales
Chief Strategy Officer

cc: 

Secretary Marylou Sudders

Executive Office of Health and Human Services

One Ashburton Place, 11th Floor

Boston, MA 02108

Commissioner Joan Mikula

Department of Mental Health 

25 Staniford Street

Boston, MA 02114
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