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______________________________________________________________________

I. Introduction 

The purpose of this memorandum is to provide an informational briefing on the proposed revision of the Department of Public Health (DPH or “Department”) regulation entitled Determination of Need found at 105 CMR 100.000 prior to release for public hearing and comment.

The proposed revision, summarized below, reflects the Department’s ongoing commitment to respond to Executive Order 562, requiring all state executive branch agencies to review regulations with a goal of streamlining, simplifying, and improving said regulations. Additionally, the proposed revision seeks to significantly modernize this outdated regulation by creating greater linkages between the Determination of Need process, the Department’s core goals and mission, and other related processes throughout state government.  
II. Historical Background

The mission of the Massachusetts Department of Public Health (DPH) is to prevent illness, injury, and premature death, to assure access to high quality public health and health care services, and to promote wellness and health equity for all people within the Commonwealth. This mission has historically been interpreted to direct DPH to play an active role in 1) measuring population health and wellness, including identification and understanding of the underlying social determinants of health, and 2) delivery system policy and design.  

Consistent with this interpretation, the Massachusetts General Court established the Determination of Need (DoN) Program within DPH in 1971. DoN was intended to provide state government with a regulatory mechanism to ensure that health care resources were allocated in such a way that “a minimum expectation of health care services” would be available to all Massachusetts residents at the lowest reasonable aggregate cost. 
In response to federal health planning efforts, similar certificate of need or “DoN” laws were passed across the country, totaling 36 states by 1978. Eventually, 49 states enacted such laws, many of which were initially comprehensive. However, gradual deregulation resulted in many of these laws being either repealed or scaled back during the 1990s. As of today, 14 states have repealed their DoN laws, with 35 states, Puerto Rico, the US Virgin Islands, and the District of Columbia maintaining DoN.
 To this end, while Massachusetts has maintained its DoN laws, according to a 2006 Missouri State Senate special commission, researchers found that Massachusetts had the least expansive DoN law when compared to its neighboring New England states.
 
Many health care experts have noted this era of deregulation as contributing to escalating health care costs. As an example, in 1996, Ohio minimized its DoN reviews to only consider long-term care projects. In the first four years following this deregulation, Ohio saw an increase in 19 new hospitals, including 15 rehabilitation hospitals, a 137% increase in outpatient dialysis units, a 280% increase in radiation therapy, a 548% increase in freestanding MRIs, and a 600% increase in ambulatory surgery centers.
 
In 2000, facing a possible repeal of Michigan’s DoN law, the state’s big three automakers (DiamlerChrysler Corporation, GM, and Ford Motor Company), completed individual business analyses to compare health care costs for their employees in DoN-regulated states with those in non-DoN-regulated states.  All three companies found that health care costs were lower, and that quality was generally better in DoN-regulated states. Specifically, DiamlerChrysler Corporation showed that their employees in DoN-regulated states saved up to 164%; GM spent nearly 30% less in DoN-regulated states; and Ford found that inpatient and outpatient hospital costs were approximately 20% lower in DoN-regulated states.
 

More recent efforts to repeal or deregulate DoN programs have proven unsuccessful, with the last repeal completed in Indiana in 1999.
 In 2016, Connecticut placed a moratorium on all mergers and acquisitions, with the state’s leadership calling for significant enhancements to their DON laws and regulation, citing a need to improve alignment with health care reform, incentivize value-based competition, and promote access and affordability.
  

While many states administer DoN through their public health agency, to-date, no state has successfully realigned DoN regulation and programming to integrate mission-critical state public health agency goals of population health promotion. 
Outdated and Outmoded
The Commonwealth’s DoN regulation has been outpaced by a rapidly evolving health care market. 

In 1971, the overwhelming majority of Massachusetts health care was provided in standalone not-for-profit hospitals or by physicians operating in small, localized group practices. Health care providers were largely paid through cost-based reimbursement or fee-for-service, and public reimbursement rates were set by the Rate Setting Commission. 
This historical snapshot starkly contrasts with today’s health care market which is characterized by increasingly large, regionalized or statewide physician group practices, often affiliated with large hospital systems; by the emergence of highly-profitable standalone specialty clinics, urgent care centers, ambulatory surgery centers, and limited service clinics; by recent health care reform efforts incentivizing accountable care organizations (ACOs), risk-bearing arrangements by providers, and alternative payment methodologies; and finally, by vertically- and horizontally-consolidated provider systems with closely controlled patient referral patterns and resources. 

However, despite these substantial changes in health care over the past forty-five years, Massachusetts’ DoN regulation has been largely untouched, leaving the regulation outdated and outmoded. 
Today’s DoN 1) has not kept pace with changes in the health care market, 2) relies on outmoded factors, and 3) explicitly states that its purpose is to “ensure the non-duplication of [existing] services,” limiting DPH’s ability to incentivize value-based market competition among providers to develop and offer services that result in better health outcomes for fewer dollars spent, or reduced Total Health Care Expenditure (THCE).  

As a result, today’s current DoN regulation is unable to successfully further DPH’s mission within the context of the modern health care system. 

Burdensome and Complex Without Clear Enforceability 

Today’s DoN regulation is viewed by many as unnecessarily administratively burdensome and complex, with over 80-pages of regulation, ten review factors, and confusing layout and drafting. Additionally, current language in the regulation results in unnecessary confusion. 

While today’s DoN regulation creates multiple processes and review tracks, it does not appropriately differentiate between proposed market expansions and the often necessary deferred maintenance or sustainment projects required by health care entities to preserve existing and often critical health care resources. This lack of delineation has created the unintentional consequence of adding additional costs to the health care system at a time when the Commonwealth is intently managing for THCE.      

Finally, today’s DoN approvals occur within the context of a “moment in time.” This current framework has limited DPH’s ability to effectively monitor a DoN holder’s post-approval implementation to ensure compliance with all DPH-set terms and conditions, or with regards to the commitments and outcomes made and attested to by applicants at the time of project approval. This reality leaves DPH with an “on or off switch” regulatory approach, limiting DPH’s action to simply taking a holder’s license away. 

Regulation of Innovation

Today’s DoN regulation provides DPH with broad oversight of any technology or service that DPH deems as “new or innovative.” Many within the industry have argued that DPH’s established list of new technologies and innovative services are neither new, nor necessarily innovative, and that DPH does not currently have an established process by which stakeholders can effectively provide testimony or feedback. Most importantly, this approach has not taken into account whether or not proposed equipment or services add value or return on investment to the health care system (i.e. are they in fact “innovative”). 

This approach is viewed as at odds with the need for true innovation to further patient health and drive successful cost containment. However, government – and DoN specifically – should play a robust role in ensuring that the state’s limited health care dollars are not spent on proven non-innovative, high-cost equipment and services. Government should ensure that health care “innovations” are in fact advancing the goals of the Institute for Healthcare Improvement’s Triple Aim, and are used in the form – and on the patient panel – that will best allow for these tools to create the promised health outcomes and return on investment to in fact be innovative. 
Today’s DoN does not appropriately deliver this important distinction between true innovation and high-cost, high-volume revenue drivers. 

Asking the Wrong Questions on Market Power

Due to changes made by Chapter 224 of the Acts of 2012, aspects of the DoN regulation’s current consideration of transfers of ownership are duplicative of the Health Policy Commission’s (HPC) Cost and Market Impact Reviews, and lack necessary synchronization between HPC and DPH’s review timeframes. 
Additionally, today’s DoN leaves the Department asking the question: “does this community need a hospital?” This question does not appropriately account for the cost and market impacts – or the public health implications – of increased consolidation and market power. 

To this end, recent 2015 HPC Cost Trends testimony provided by Federal Trade Commission expert witness Dr. Leemore Dafny (Herman Smith Research Professor in Hospital and Health Services and Director of the Health Enterprise Management Program at the Kellogg School of Management, Northwestern University) outlined a data analysis which demonstrated that increased market power, especially within state lines, often if not always significantly contributes to increased THCE and increased price variation, and on balance, decreases patient access and public health outcomes.
 
Measuring the impacts of mergers and acquisitions may be best suited by HPC with their cost and market mandate and corresponding staffing resources; however, because mergers and acquisitions often have significant access, quality, and public health implications, DPH has a responsibility to play an important role.
Today’s DoN is not calibrated to sufficiently examine mergers and acquisitions through a public health lens. 

Data and Population Health 
DoN is about ensuring equitable access to quality health care. Increasing access to quality health care is, alone, not sufficient for improving the public’s health. Therefore, DoN has historically included the concept of Community Health Initiatives (CHI) – an important provision that ensures 5% of a project’s total value is invested by the applicant in strategies that strive to improve community health. Feedback received throughout the EO 562 process from stakeholders emphasized strong support for CHI and a desire to continue and further codify these investments. 
However, today’s DoN does not support a data-driven distribution of the more than $170M in CHI investments committed between 2005 through 2016 to-date by health care entities. As a result, these funds have historically not been documented in such a way to ensure spending directly contributed to increased health outcomes and lowered THCE. Further, the administration of CHI has not fully leveraged DPH’s ability to build population health expertise across the health care system at a time when providers are assuming increased risk. For provider systems to successfully take on more risk, they will need to develop an expertise and focus on population health, both at the patient panel level, as well as at the community level.

Conclusion
The disconnect between DPH’s current DoN regulation and the modern health care market has stymied government’s abilities to successfully realign incentives and disincentives for providers to compete to: 1) successfully take on more risk by leveraging population health strategies central to DPH’s mission; and, 2) offer high-value services defined by overall reduced THCE and increased health outcomes.  

To this end, consistent with EO 562’s directive to review all state executive branch regulations to ensure market-reflective and value-based standards, DPH staff have proposed a revision to 105 CMR 100.000 to reform DoN and to modernize and realign this policy with DPH’s mission in the context of the Commonwealth’s current health care market. The goal of this proposed revision is to respond to stakeholder feedback, while transforming DoN into a policy that macro-manages and incentivizes the market to compete on value for all of our Commonwealth’s residents.

III. Proposed Revisions
Following a comprehensive review of the regulation, DPH is proposing a revision of 105 CMR 100.000, Determination of Need. Specifically, the proposed revision of the DoN regulation: 
1) Significantly simplifies regulatory drafting, creates a straightforward review process, and dramatically relieves unnecessary administrative burdens in line with EO 562 by:  

· Reducing the regulation by 57% or 40 pages in length, by eliminating unnecessary provisions;

· Restructuring and renumbering the regulation in its entirety, grouping related provisions, reducing regulatory complexity, and increasing usability and overall ease of navigation;

· Redrafting maintained provisions to eliminate ambiguous wording and to afford increased clarity and accessibility of the regulation, using plain and readily understandable language;

· Significantly simplifying the DoN application and review process for regulated parties by standardizing application materials, processes, and timelines across all project categories;

· Amending the regulation to allow applicants to seek both DoN and project plan review simultaneously, saving applicants significant time and costs; 
· Eliminating specific filing timelines, allowing regulated parties to file applications on a rolling basis; and,

· Expediting the review process for restoration or “Conservation Projects” that meet the expenditure minimum, but – in their entirety and without disaggregation – simply maintain a building or service for its designated purpose and original functionality without modernization, addition, or expansion (e.g. new roof, painting, carpeting, electric, catch up on deferred maintenance), creating a significant regulatory simplification. 

2) Modernizes DoN to reflect today’s health care system, to support DPH’s public health mission, and to align with the Commonwealth’s goals for cost containment and delivery system reform, while fostering value-based provider competition(better health outcomes for fewer dollars) by:

· Amending the purpose and objective of the DoN regulation to better align with existing statute and to reframe DoN within the context of the modern health care market. This is accomplished by encouraging “competition and the development of innovative health delivery methods and population health strategies within the health care delivery system to ensure that resources will be made reasonably and equitably available to every person within the Commonwealth at the lowest reasonable aggregate cost, improving the health outcomes of the public, and advancing the Commonwealth’s goals for cost containment, improved public health outcomes, and delivery system transformation.”

· Defining “Applicant” as the registered provider organization, ensuring DoN projects are considered within the full context of both the systems and the modern health care market within which they live. This change will allow DoN to consider the impact of a proposed project across a system and the needs of that system’s patient panel;
· Refocusing DoN’s factors for review on DPH mission-centric priorities of promoting population health and increased public health value in terms of improved health outcomes, increased quality of life, and increased access to care, including incentivizing competition on the basis of price. Additionally, requires applicants to provide sufficient evidence that a proposed project, on balance, is superior to alternative and substitute methods for meeting existing patient panel needs, including alternative evidence-based strategies and public health interventions;
· Requiring MassHealth participation as a “Standard Condition” of all DoN approvals, advancing the Administration’s efforts to realign state Medicaid spending with ACO advancement efforts; and,
· Amending and realigning review of changes of ownership with DPH’s mission by asking applicants to demonstrate how the proposed merger or acquisition would add measurable public health value by improving the health outcomes and quality of life of the patient panel, while providing evidence that the merger or acquisition will decrease cost and improve market competition on the basis of price. This approach realigns DPH’s review process for mergers and acquisitions to those factors that most directly impact public health, while leveraging important cross-agency collaboration and expertise with regards to HPC’s Cost and Market Impact Analysis. This approach allows for DPH to consider HPC findings as part of the transfer of ownership process.   
3) Increases the objectivity and transparency of DoN by: 

· Requiring proposed projects to meet all applicable factors of review; 

· Explicitly banning the disaggregation of reasonably related projects; 

· Strengthening transparency requirements, including for the Department; and, 

· Increasing opportunities for stakeholder engagement by: 1) requiring sound community engagement and consultation throughout the development of the proposed project, including engagement of community coalitions statistically representative of the applicant’s patient panel; and, 2) allowing the Commissioner of Public Health to call for more than one hearing, including hearings on specific issues requiring additional stakeholder feedback.

4) Conditions DoN approvals with regular reporting and benchmarking to ensure regulated parties make good on their own promises by:
· Requiring regular post-approval reporting to the Public Health Council and by allowing the Public Health Council the ability to require holders to contribute to additional Community Health Initiatives (CHI) if they fail to meet the promises and/or measures they attested to during the DoN approval process; and,
· Conditioning facility licenses with the terms and conditions of the DoN approval for a period after project completion. 

5) Aligns Community Health Initiatives (CHI) with the Commonwealth’s health priorities, supporting evidenced-based, population health projects that enable DPH to play an important role in building health care providers’ ability to successfully assume increased risk.
· CHI will more intently focus on public health by changing the conditions within communities by tackling the underlying determinants that, in fact, drive health and disease. 

6) Deregulates state’s oversight of “innovation,” and refocuses the state’s regulatory purview toward oversight of low value equipment and services by: 

· Ensuring that limited health care dollars are not spent on equipment and services which are known, or have the evidence to be significant cost drivers with little or no documented return on investment (i.e. are not innovative). This approach strikes the appropriate balance of incentivizing competition on the basis of advancing IHI’s Triple Aim through innovation and cost containment, while limiting market saturation of low-value services.
7) Allows for limited growth of ambulatory surgery by existing hospitals or by  joint ventures inclusive of existing hospitals, but only if demonstrable evidence of need by the existing patient panel, increased health outcomes, and cost reduction, including increased competition on the basis of price.
· HPC's 2016 Community Hospitals at a Crossroads report noted cost reductions through the use of ambulatory services – specifically standalone – including overall market benefits. This analysis is clinically supported by numerous studies that have shown that standalone ambulatory care produce care of equal quality to in-hospital ambulatory care. 
· However, HPC also noted that an unregulated approach, such as existed prior to DPH's moratorium, would harm community hospitals and their financial solvency. Associated expert interviews recommend policies which incentivize or require financial and clinical partnership models inclusive of community hospitals that allow for cost savings, a market-driven approach, and community hospital sustainability. 
· As such, DPH has taken an approach consistent with HPC's findings and expert recommendations by allowing for controlled expansion of ambulatory surgery by existing hospitals or joint ventures with existing hospitals. This policy approach allows hospitals to better control and benefit from the expansion of these needed services, while ensuring growth in lowest cost settings without proven impacts to the quality of care. 
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