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September 21, 2016
Monica Bharel, Commissioner

Massachusetts Department of Public Health 

250 Washington Street
Boston, MA 02108-4619
Re:  Revisions to 105 CMR 100.000 et seq., Determination of Need (DoN) Regulations
Dear Commissioner Bharel:

Blue Cross Blue Shield of Massachusetts (BCBSMA) writes this letter in strong support of the Department of Public Health’s (DPH) revised Determination of Need (DoN) regulations.  Simply put, the current set of outdated and overly complex regulations have been long overdue for such an overhaul and the Baker Administration, Secretary Sudders and Commissioner Bharel deserve credit for undertaking this daunting task in such a detailed manner.  As a whole, the new regulatory regimen set forth is a good framework which, with some small changes, could quickly be transformed into a superior set of regulations.  

Particularly, DPH should be applauded for aligning its review efforts with those of other state health care entities, most notably the Health Policy Commission.  For example, the outlined DPH process governing mergers and acquisitions reflects a streamlined, coordinated process reflective of needed cross-agency collaboration with the current regulatory material change and cost and market impact review processes.  Also, BCBSMA strongly supports the proposed regulations’ definition of “applicant” as the registered provider organization of which the applicant is a part.  These changes are consistent with a health care system transitioning to wider accountability with incentives set forth for value as demonstrated within BCBSMA’s own movement to alternative payment mechanisms.
DoN-Required Equipment or New Technology
Moreover, BCBSMA strongly supports the retooled review process for new technology and innovative services. Within this framework, however, we offer the following comments concerning the need for apt timing and further identification of services under the proposed regulations.  Moreover, there will need to be subsequent and periodic sub-regulatory guidance from DPH for “DoN-Required Equipment or New Technology” with the goal of supporting a review process for contemporaneous cost-effective approaches to spending on 
equipment and services while ensuring a corresponding quality value for the particular patient populations at issue.  Health care in the 21st century is not static, but is constantly evolving.  In order to ensure that these DoN regulations accomplish their goal of encouraging evidence-based health priorities, it will be important for the Department to engage in a robust process of annually revising the list.  This includes a specific process to proactively seek input from stakeholders regarding potential additions.  Additionally, because the health care market is a rapidly evolving one, we offer the following proposed language to be added to the definition of “DoN-Required Equipment or New Technology” in the proposed regulations:
Any new or emerging technology that becomes available after the most recent DoN-Required Equipment or New Technology list is issued by the Commissioner shall require a notice of Determination of Need until it can be considered for inclusion the next time such a list is issued.
BCBSMA also applauds the revised regulation’s s interest in accountability through its insistence on adherence to DPH’s approval conditions.  This is a particularly meaningful provision which will ensure that documented perspectives submitted within the context of a particular application can be tested to continue to align with actual events.

Ambulatory Surgical Centers
Turning to another component of the regulations, ambulatory surgical centers (ASCs), however, we believe that the current revisions fall short and will actually have an impact inapposite to its intended course.  BCBSMA fears that the newly outlined changes will stifle true competition since it picks market winners and losers by only allowing for the expansion of ASCs by existing hospitals or joint ventures with existing hospitals.  While this approach will have certain benefit for a specific subset of providers, we believe a better path forward would be to promote meaningful competition among providers.  

With state healthcare spending coming in above the benchmark for a second straight year, the high-quality, cost-effective services that ASCs can provide are exactly the type of expanded services that further the goals of this revision.  We are particularly concerned with  the language included in 105 CMR 100.740 (A), which would seemingly prohibit additions, expansions or other changes to existing freestanding ASCs unless they entered into a joint venture with an acute care hospital.  
This requirement would severely hamstring the ability of freestanding ASCs to continue to offer high quality, cost effective care in a constantly changing health care market.  This provision would result in a significant increase the cost of health care in Massachusetts, as freestanding ASCs would be forced to choose between failing to adapt the changing needs of their patients or consider acquisition by acute care hospitals that would implement less cost-effective fee schedules.  
The vast majority of spending on ambulatory surgery remains in a hospital setting.  Last year, only eight percent of the nearly $700 million spent by BCBSMA on ambulatory surgery was spent in a freestanding ASC.  We strongly support the development of parameters that would encourage additional competition in this space.  However, the regulations as currently drafted would inevitably lead to increased consolidation and add significant unnecessary cost to the system.  If hospitals were to acquire existing freestanding ASCs and implement their own fee schedules, the cost of those services would approximately double, adding more than $60 million to the cost of care for BCBSMA members alone.  
In order to ensure that these regulations serve their goal of promoting competition among providers, we strongly urge the Department to remove this language from its final regulations.

In addition, rather than limit new ASCs to those associated with existing hospitals, we encourage the Department to consider allowing for expansion of all ASCs that demonstrate the same commitment to the community that we expect from hospitals.  However, such an approach should carry with it greater responsibility on the applicants, regardless of status, than currently required.  To that end, specifically, we suggest that any ASC seeking approval of services within this regulatory structure must agree to accept Medicare and Medicaid patients, and the commensurate community engagement otherwise outlined.  This approach is a sensible compromise which incents cost-effective care delivery within the construct of overriding concern for high-quality care for all.
Total Medical Expense Focus
We also point out that the regulations contemplate the need for a cost-effective standard within the factorial test set forth within 105 CMR 100.210.  However, the current language does not adequately address a Proposed Project’s potential cost impact by only focusing on competition on the basis of price. Price is one component, but other factors are appropriate and necessary to consider when reviewing a Proposed Project. Accordingly, we offer the following proposed text for 105 CMR 100.210 (A)(1)(f) which aligns with Chapter 224 of the Acts of 2012 and governing regulations:

(f) The Applicant has demonstrated that the Proposed Project will compete on the basis of price, total medical expenses, provider costs, and other measures of health care spending.
Notice to Payers
BCBSMA also points out that as part of the application filing, detailed in 105 CMR 100.405, the regulations provide that all persons seeking a Notice of Determination of Need shall publish a notice of intent and shall provide a copy of said notice of intent to the Department of Public Health and the Attorney General’s Office. BCBSMA respectfully suggests that the notice of intent should also be provided to those payers with whom the applicant contracts. 
Accordingly, we offer the following text to be added to 105 CMR 100.405 (C):

The Applicant shall simultaneously provide a copy of said notice of intent to said publication(s), as well as the Department, the AGO, and all payers with which the Applicant contracts.
In addition to this notice, BCBSMA suggests that the Application and additional materials be made publicly available online for review and comment, similar to the Health Policy Commission’s public process for Material Change Notices and Cost and Market Impact Reviews. Publicly posting the Applications will provide a robust comment period for both the Parties of Record and the General Public provided in 105 CMR 100.435 and 105 CMR 100.440.
In summary, BCBSMA applauds the Department of Public Health for what is, on balance, a strong set of regulatory revisions.  With these proposed suggestions in mind, the Department’s efforts will foster objective and transparent DoN process promoting competition and evidence-based health care priorities.
Thank you for the opportunity to provide this testimony.  Please do not hesitate to contact me at any time at (617) 246-3499.

Sincerely,
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Michael T. Caljouw
cc: 
Margret Cooke, General Counsel, DPH

Jay Youmans, Senior Advisor to the Commissioner, DPH

Catrice Williams, Office Manager, DPH


Commissioner Daniel Judson, DOI


Deputy Commissioner Kevin Beagan, DOI

David Seltz, Executive Director, HPC

