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TESTIMONY SUBMITTED TO THE DEPARTMENT OF PUBLIC HEALTH

RELATIVE TO THE
DETERMINATION OF NEED REGULATIONS 105 CMR 100.000

OCTOBER 5, 2016
The Massachusetts Association of Ambulatory Surgery Centers (MAASC) appreciates the opportunity to provide comment on the Department of Public Health’s (DPH) proposed revision to the Determination of Need (DoN) regulations (105 CMR 100.000). 
The MAASC supports the DPH”s intent to update DoN regulations for all health care facilities, including acute care hospitals, nursing homes, and licensed clinics.   The current system is administratively burdensome and has not keep pace with the rapidly evolving health care industry in Massachusetts.  This is especially true as the DoN program relates to Ambulatory Surgery Centers (ASCs).  
The MAASC will limit its comments to 105 CMR 100.740 (A), which addresses ASC’s specifically, and to 105 CMR 100.735, relative to Change of Ownership, as those provisions apply to ASC’s.  These proposed regulations would prohibit freestanding ASC’s from applying for a DoN for any proposed project unless affiliated with or in a joint venture with an acute care hospital.  The proposed regulation broadly includes: original licensure, addition, expansion, conversion, transfer of Site, or change of designated location.  
While the MAASC supports the elimination of the current moratorium on DoN’s for ASC’s, it does not support tying all future development of outpatient surgical and diagnostic services to acute care hospitals.  

Tying ASC’s growth to hospitals will ultimately increase costs to patients, insurers, and the health care system by reducing competition and driving outpatient surgical and diagnostic care to more costly providers.
ASCs offer patients increased access to high quality outpatient surgical and diagnostic services at costs less than those at hospital outpatient departments (HOPD’s).  ASC prices are about half of HOPD prices for the same procedures. For Medicare, prices double when moved to an HOPD. For example, in 2013, the median price paid for a colonoscopy in an HOPD was 56 percent higher than in a non-hospital setting ($1,470 versus $945), and the median price for an upper GI endoscopy was 53 percent higher in a HOPD versus non-hospital setting ($1,421 versus $930, respectively).  These cost savings for insurers translate into lower deductible and coinsurance payments for patients, at a time when patients are facing increasing consumer health care costs and greater out of pocket expenses.  According to the Center for Health Information and Analysis (CHIA) and the Health Policy Commission’s (HPC) analysis of medical claims for the three largest commercial payers, (July 2014), out of pocket medical expense increased from 6.9% of medical spending to 7.7% percent between 2010 and 2012, as did the percentage and number of members with high out of pocket spending.  Moreover, the fastest growing category of service was outpatient facility claims, which grew at 8% per year and made up 18% of spending in 2012.  Joint degeneration, one of the most common procedures performed at ASC’s, was identified as one of the three episodes with the highest spending growth in 2012.  

The benefits of ASC’s extend beyond the significant cost savings to insurers and patients.  ASC’s offer patients’ quality care in comfortable, convenient, community based settings.  Physicians prefer ASC’s because of their efficiency and utilization of highly trained teams of health care professionals.  With increased efficiency, surgeons can safely perform more procedures, relying on reduced turnaround times and the knowledge that each patient is benefiting from the personalized attention available in a smaller facility.
A look at the Commonwealth’s historical approach to ASC’s is worthwhile. The MAASC has been drawing attention to high outpatient care costs since 1994, when the Department issued guidelines that, while allowing some limited expansion at that time, effectively imposed a moratorium on freestanding ASC expansion which has been in effect since then.   More recently, efforts led to passage of Chapter 305 of the Acts of 2008 which allowed ASC’s to be licensed as clinics; and required the reporting of serious reportable events (SRE’s) and healthcare-associated infections (HAI’s). Following the passage of that law, the Department convened a workgroup, with hospital and ASC representation.  While the goal of the workgroup was to develop new need criteria for evaluating outpatient surgery expansion proposals, the Department, in January, 2012, adopted emergency regulations, which had the effect of codifying the existing moratorium by defining ASC expansion to include any increase in operating room capacity or the conversion from a single specialty facility to a multi-specialty facility.   Under the Department’s “no need- no file” rule, the failure to redefine need and the 2012 regulatory changes continued to prevent any ASC growth.  These actions were taken in the face of increasing concerns about the increases in hospital outpatient coasts.
 A series of reports released in February, 2010 by the Attorney General’s Office and the Division of Health Care Finance and Policy showed that outpatient care, including day surgery and diagnostic procedures like colonoscopies, in Massachusetts was almost entirely provided by hospitals.  Massachusetts Health Care Cost Trends Part III: Health Spending Trends for Privately Insured 2006-2008 found that “outpatient spending at hospitals grew 26 percent from 2006-2008, while spending in ASC’s declined 14% during that same period.  The increase in cost was driven by hospitals both charging higher prices and doing more procedures.”  In a Boston Globe article on the reports, Dr. JudyAnn Bigby, then Secretary of the Executive Office of Health and Human Services, said “she was surprised that we see a lot of increased consumption of medical care in outpatient hospital departments.  That is different from what I’d been hearing from hospitals, saying that these services have been leaving them and going to freestanding outpatient facilities competing with them.” (Boston Globe, Feb 13, 2010). This historical perspective points to the fact that the increase in outpatient care costs has been long documented, increased usage of hospital outpatient departments has long since been identified as a factor in those cost increases, yet at no point since the moratorium was imposed has the Commonwealth redefined “need” nor looked at ASC’s as a potential solution.  Adoption of the proposed regulations would perpetuate this disturbing trend of deliberate, and unfounded bias against ASC’s.  
What’s the result of the Commonwealth’s longstanding favor of HOPD’s over ASC’s?  Relative to the national average, hospital outpatient visits are 50 percent more frequent in Massachusetts and hospital outpatient spending has been growing rapidly. Outpatient spending now accounts for roughly two-thirds of all hospital revenue among community and teaching hospitals in Massachusetts and half of hospital revenue among academic medical centers. Community hospitals are providing almost half of outpatient care. In 2013, they accounted for four out of ten outpatient visits, or 42%.  Outpatient care costs are identified by the Health Policy Commission as an important factor in the Commonwealth’s ability to meet its health care cost growth benchmark.  Despite many positive trends in the health care system, the benchmark has been missed for two consecutive years.  Passage of this policy will drive hospital outpatient department usage and costs up and further compromise the Commonwealth’s ability to meet its benchmarking goals.  
Incentivizing the conversion of ASC’s to HOPD’s on the state level is inconsistent with the direction the federal government is heading, as it explores the issue of price variation. In response to a 2014 congressional request to assess the impact on total Medicare expenditures of providing surgical services in an ASC as opposed other outpatient settings, the Department of Health and Human Services, Office of Inspector General, found that “Medicare and beneficiaries could save billions if the Centers for Medicare and Medicaid Services reduces hospital outpatient department payment rates for ambulatory surgical center approved procedures to the same level as ambulatory surgical center payment rates.” (Ambulatory Surgical Services Payment Differential in Medicare (A-05-12-00020).
There is no statutory basis for the discriminatory treatment of freestanding ASCs.  In 2012, the definition of “ambulatory surgery’ M.G.L. c. 111, s.25B (DoN Definitions) was changed to eliminate any distinction between hospitals and freestanding ASCs regarding the application of the DoN requirements to outpatient surgery.  Despite the elimination of the distinction, the DPH staff memo, which accompanied the proposed DoN revisions, indicates that the intended beneficiaries of the proposed regulatory changes are community hospitals, 
Among the stated purposes of the DoN program in the draft regulations are insuring that services are available at the lowest reasonable aggregate cost; advancing the Commonwealth’s cost containment goals; and encouraging competition.  The proposed regulations treat ASCs, lower cost and high quality providers, in an manner that undermines the stated goals of the program.  The cost containment goal is further undermined because the proposed regulations do not distinguish between high cost teaching hospitals or academic medical centers and community hospitals.  The regulation will do nothing to reduce price variation, a significant driver of cost increases in the healthcare market. Without addressing the fundamental flaws that allow those unwarranted variations to exist, this policy will likely exacerbate price variations by providers of outpatient care, especially as it will eliminate the lowest cost provider – ASC’s.  
The HPC’s Community Hospitals at a Crossroads Study, which is one of the reports cited in the staff memo, stated that the “increase in the number of non-hospital providers (urgent care centers, retail clinics, ambulatory surgery centers, and stand-alone emergency departments) is creating new competition for community hospitals. Urgent care centers grew from 10 to 85 centers and retail clinics from 3 to 56.” But that’s not true of ASC’s.  The number of ASC’s has decreased over time because of the DoN moratorium and conversion to HOPD’s.  In 2008, when ASC’s were licensed as clinics, DPH reported 63 Medicare-certified ASC’s in the Commonwealth.  Today they count 56. That same study concluded that “Because community hospitals vary significantly in terms of geography, structure, services, and patient populations, there is no single model which will work for every hospital.” That statement would support allowing ASC’s to apply for a DoN independently and for each project proposed by a provider of outpatient care to be judged on its own merits.  Such an approach would also allow the HPC and DPH to observe and react to market innovations and to collect valuable data on outpatient care, a category that the HPC acknowledges it is lacking in.  
This regulation is anti-competitive and will increase market consolidation, an undesirable trend opposed by insurers and employers battling increased healthcare costs.  The HPC’s 2015 Cost Trends Report found that “While some argue that alignments may result in efficiencies and care delivery improvements through clinical integration, evidence suggests that increases in market consolidation are not typically associated with increased quality of care, and may even be associated with decreased quality.” “There is also strong consensus that increased healthcare consolidation leads to higher prices in the vast majority of cases.”
In conclusion, MAASC suggests that 105 CMR 100.740 (A) be struck from the draft regulations, that ASC’s be allowed to compete for a DoN on the same terms and conditions as hospitals and that each project be judged by the DoN program according to its stated mission: “to support DPH’s public mission and to align with the Commonwealth’s goals for cost containment and delivery system reform, while fostering value-based provider competition.” (DPH staff memo, August 23, 2016).  
Furthermore, the MAASC has concerns about one of the change of ownership provisions in the proposed 105 CMR 100.735,  Specifically 100.735 (A)(3) states that :”No Notice of Determination of Need for a transfer of ownership shall be issued by the Department unless the proposed project includes the transfer of the Health Care Facility’s license in its entirety to a single transferee”  Since a transfer of a majority ownership interest in an ASC requires an application for an original licensure DoN, it would seem that the limitations set out in 105 CMR 100.740 (A)(1)(a) would be applicable.  This would seemingly mean that if a majority interest in an existing ASC were to be sold the facility would have to be sold in its entirety to a single transferee and that transferee would have to be a hospital or an affiliate of a hospital.  MAASC strongly recommends that clarifying language be adopted to eliminate the any suggestion that transfers of ownership interests in ASC may be made only to hospitals or their affiliates. 
In conclusion, tying all outpatient surgical and diagnostic care to hospitals will increase provider consolidation and costs without a corresponding increase in quality.  The proposed regulations governing the DoN program should treat all providers of the same services equally.    
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