October 7, 2016

Monica Bharel, M.D., MPH

Commissioner

Department of Public Health

250 Washington St.

Boston, MA 02108-4619

Re:
Proposed Regulations amending the Determination of Need (105 CMR 100.000)

Dear Commissioner Bharel, 

The Massachusetts Health & Hospital Association (MHA), on behalf of our MorrisSwitzer~environments for Health Architecture (e4h), appreciates the opportunity to submit comments on the proposed amendments to the Department of Public Health (DPH) Determination of Need (DoN) regulations.  At the outset, MHA commends DPH for both prioritizing the revision and modernization of these regulations and for the thoughtful and measured approach that was taken in drafting these regulations.  

It is clear that DPH took into consideration many of the recommendations and concerns that have been raised by stakeholders regarding what is currently a byzantine DoN and licensure regulatory process.  While we believe that many of the proposed changes are helpful and well-intentioned, our comments respectfully request the inclusion of several clarifications to ensure that healthcare providers are best able to effectively change and improve their services and facilities in a manner consistent with the implementation of state and federal health care reform and delivery system innovation goals.   

Attached please find a detailed set of comments, requested clarifications, and suggested amendments to various terms and requirements outlined in the proposed regulations.  While we fully support the objectives of the proposed changes, our hope is to ensure that these changes will fully embrace our shared goal of reducing administrative burden and promoting simplification by further removing duplication of staff time and resources for both the state and the provider community.  

In addition, as an important point of clarification for our members, MHA requests that in promulgating the regulations and following general administrative procedure act requirements, which the Department specifically clarify that the proposed changes would only apply to new DoN applications filed on or after the effective date of the regulation.  

If you have any questions about our comments, please do not hesitate to contact me or Anuj Goel (MHA’s Vice President of Legal and Regulatory Affairs) at (781) 262-6034 or agoel@mhalink.org.  

Sincerely, 
Kevin Neumann, AIA
Partner

MorrisSwitzer~environments for Health Architecture (e4h)
21 Drydock Ave Suite 630W, Boston MA 02210
MHA Requested Changes to the Proposed Determination of Need Regulations

October 7, 2016

Definitions (100.100):

1) Applicant:  we would request a modification to this definition to clarify when a “Provider Organization”, as defined by the Department, does not have legal authority or ability to file a DoN on behalf of the Entity. The exception to “Provider Organization” defined within should be extended to all provisions in these proposed regulations that are applicable to “Provider Organizations” in order to allow the Entity to be recognized for those purposes.

2)  Capital Expenditure: we appreciate and support adding this new definition and term as it is not specifically outlined in statute or regulation and will help define the type of projects that are reviewed under a Determination of Need.  However, as drafted, the definition is very broad and we seek the following two requests necessary to ensure that staff is able to specifically allocate known and upcoming costs for the project as it is outlined in the application. 
a. Removal of the terms “any expenditure or obligation to make an expenditure past, present, or future” as it appears throughout the definition.  It is not realistic or possible for any staff to know the full extent of any and all costs related and unrelated to the project at the time of the application.  In its place, we would request that DPH replace the terms with the following “an expected expenditure or obligation for the Proposed Project…”

b. Removal of the terms “fair market value” within the second subpart (2) in the definition. As currently drafted, we believe the inclusion of this term will increase costs and erect barriers to the development of innovative delivery models of care in community settings. Many providers are offered locations below market value depending on their planned use and arrangements.  Many times this is done to ensure use of property or locations that are not being developed or in use by local cities or towns.  Therefore we would request that we remove the words “fair market value” and in its place add in the words “based on appropriate and reasonable valuation for leased space given the expected use and the current arrangement for such use”  

3) Conservation Projects:  while MHA and our members are strongly supportive of the development of this new concept to ensure that the DoN is truly focused on projects that are impacting direct healthcare services, we are equally concerned with the possible conflict with statute and current facility/operation/construction practices.  To that end, we would request the following changes:
a. Revise the entire first sentence of the definition to reflect the following:  "means construction that is not deemed a capital expenditure and in its entirety and without disaggregation, consists solely of a project(s) that would Sustain, Restore, or Modernize the non-clinical areas of a Health Care Facility or service for its designated purpose."  The goal of our clarification is to ensure that the objective of this new definition falls within what we understand to be the state's intent - that maintenance projects fall outside of the DoN statutory requirements in order to allow needed updates to a facility.  In addition, our proposed edit removes certain words, like "original functionality" because the purpose of any general facility update that is not related to clinical services is to ensure facility modernization and the use of new equipment or updated building materials that would reflect new environmental technology and services and create added efficiencies..  

b. We also request that in the sub-definitions of “sustain”, “restore”, and “modernization” – that the department only keep the first sentence of each sub-definition in this regulation.  The rest of the language should instead be listed in any applicable sub-regulatory guidance/circular letter. These terms or language will change over time as construction and building projects are developed, and it is in the interest of the state and the provider community to have greater flexibility in revising or updating such descriptions as construction and/or non-clinical equipment is updated from time to time.  
c. Finally, we would urge DPH to develop sub-regulatory guidance that defines appropriate timeframes for conservation project determinations. Such projects may take time and may run parallel to other projects that are filed as part of a formal DoN, therefore it would be helpful to understand when and how such projects can occur during the same time period as a DoN Proposed Project.  
4) Disaggregation:

a. Consistent with our comments above, we would request that DPH remove the words “for the purpose of establishing a Conservation Project.”  The purpose of providing the exemption of such projects is to ensure that they fall outside of the DoN review.  Including these terms in this definition is confusing and implies that such projects must now be included and referenced in DoN applications.  All such projects will still go through Plan Review and approval by DPH, but should not be part of the DoN application as we believe to be the intent.
5) DoN-Required Services and DoN-Required Equipment
a. Given the occasional confusion over multiple guidance issued over the years defining such terms, we appreciate the new definitions and process that is being planned to further develop guidance for outlining the type of services that fall within the definitions.  That being said, we do feel that there are several clarifications that are necessary to ensure Conservation Projects are not included in these terms as well as clarifying that the services/equipment are appropriately looking at the actual cost considerations of a Proposed Project.  To that end we request that the department consider the following changes to the definitions:
DoN-Required Service or Innovative Service means a new clinical service or clinical procedure that for reasons of quality, access, cost, or health systems sustainability is determined by the Commissioner to require a Notice of Determination of Need. At a minimum, DoN-Required Services shall include services or procedures for which the Commissioner has determined the service(s) or procedure(s) to (1) be a substantially high cost; and (2) is of low to moderate clinical utility or efficiency.  The Commissioner shall issue a representative list of DoN-Required Services in the form of Guidelines. Said Guidelines shall be reviewed and evaluated annually. Persons may submit to the Commissioner requests that a certain service(s) or procedure(s) be considered for inclusion or exclusion from said Guidelines.   

DoN-Required Equipment or New Technology means new clinical equipment or clinical services that for reasons of quality, access, cost, or health systems sustainability is determined by the Commissioner to require a Notice of Determination of Need. At a minimum, DoN-Required Equipment shall include magnetic resonance imagers and linear accelerators, as well as any new equipment and services for which the Commissioner has determined to (1) be a substantially high cost; and (2) is of low to moderate clinical utility or efficiency. The Commissioner shall issue a representative list of DoN-Required Equipment in the form of Guidelines. Said Guidelines shall be regularly reviewed and evaluated annually. Persons may submit to the Commissioner requests that certain new equipment or service(s) be considered for inclusion or exclusion from said Guidelines. 

b. MHA and our members are aware that the department is holding a second series of hearings and meetings to further discuss the development of guidance for these two definitions.  While we will provide comments related to such guidance, it is critical that the overall definition be updated to reflect the changes we suggest above.  .
6) Emergency Situation
a. While we largely agree with the general definition, we urge the department to provide clarification that differentiates the two conditions based on the ongoing work that the provider community has done on emergency preparedness.  First, we would ask that Subpart (1) be clarified that an emergency is defined as a government declared emergency (ending the clause after the word “event”).Second, we ask for clarification that the second category for emergency declaration (within subpart (2)) is based on a determination by the commissioner of public health that an emergency exists.  As currently drafted, the language is confusing and could be read to require the commissioner to verify a government declared emergency.  Instead, the commissioner should be allowed to define and declare a separate emergency if it is not so declared by the Governor, President, or other elected public official.  
7) Expenditure Minimum

a. While the definition follows the statutory requirements, we strongly urge the department to also allow providers to offer one of two additional factors for determining the amount: (1) a rate that is based on current federal CPI for medical services, or (2) a rate that is based on current construction cost rate increases within a certain area (that is often times greater than any CPI or inflationary index).  While the statute does outline a standard, it does not prohibit the department from considering additional factors as we have outlined in part (2) above.  These are standard default factors that are applied in many cases to determine the true expected cost of a project.  Without such recognition, many DoN applications under the proposed regulations may not be able to maintain the project at the estimated amount in the application and therefore be out of compliance of the proposed regulations. 
8) Good Cause related to delays in project Implementation:

a. While we are generally supportive of the overall list, we would request that the department consider adding in a new part (7) clause that would allow the Commissioner to issue additional criteria that takes into consideration specific issues relative to where a project is occurring or for other circumstances that may arise in a future period.  
9) Health priorities

a. We support the overall goal of creating a statewide standard for health priorities that should be considered by a facility when applying under the DoN.  However we are very concerned that limiting the list of acceptable priorities to those issued by two state agencies does not take into account the fact that providers are developing services in order to meet numerous and varied  goals and objectives established by federal and state healthcare reform initiatives.  
b. Further, both the federal government and state government have advocated for and supported providers in conducting comprehensive community health needs assessments to determine health care initiatives and clinical/community based priorities specific to that entity.  To that end, we would request that this definition be revised to reflect the following:

i. mean clinical services or population health strategies that address identified regional, such as geographic regions, healthcare priorities and goals pursuant to a federal or state healthcare initiative, a community health needs assessment, or a statewide priority that is issued by a federal or state agency that will ensure the appropriate allocation of healthcare resources for targeted populations served by the applicant and consistent with M.G.L. c. 111, §25C.
c. The goal is to make sure that a provider or facility is meeting reform and innovation of design priorities that may reflect priorities issued by federal/national entities (CMS, HRSA, TJC, DNV), state entities (DPH, HPC, AG), or other groups (ACOs and population health outcomes). 

10) Immaterial change:

a. While we are generally supportive of this new definition, we would request the following clarifications, 

i. In part (A), at the end thereof, we would request adding in the words “and which are deemed a Conservation Project”
ii. Also in part (A), we would request including after the words “site services” the following:  “(which may include but not be limited to conducting on-site preparation of the land, building or other infrastructure changes)”.   The goal is to recognize and provide for some flexibility for providers to do the necessary work to prepare a site or determine if a site is viable for changes.  

iii. In part (D) adjust the number of beds from “12” to “25”.  Under federal designation and payment provisions, distinct part units for certain services are generally based on having at least 25 or more beds.  If a facility is adding additional beds beyond this number, then the service should be reviewed as a material change.  But most services that are adding in additional beds below this threshold are doing so to reflect any changes in services based on a clinical review of services.  Such changes would still go through a Plan Review with DPH, but does not make sense to be part of the DoN process.  
b. We would also ask for clarification in Part (E) that any additional space within an aggregate square footage should be based on the impact of or addition of clinical services within the clinical care area.  What should not be considered are improvements such as those associated with the moving of a wall or adding space to a bathroom.  Further, there should be an adjustment allowance of up to 10% square footage resulting from plan changes, since the square footage will always change slightly as plans are developed as a result of and to meet existing building/clinical conditions or code requirements.  Therefore we would request the following change to subpart (E):
i. A change in the architectural design that does not result in any changes to the clinical service area or where the spatial allocation among different components of the project, aggregate less than 10% of gross square footage, Bed Capacity or maximum Capital Expenditure. Any such change in the architectural design may be subject to the Department’s architectural plan approval as provided for within 105 CMR 100.310(F); or

11) Minor changes

a. We would request that subpart (C) be revised by inserting “20%” in place of the current “10%” amount.  Following typical cost increases for projects that reflect construction, supplies, and other expenses, the typical increase is roughly 20% or more of a space as part of projects.   Therefore, amounts lower than 20% should be the threshold for materiality in the regulations.  

12) Patient Panel

a. We are very concerned with the consideration of three years of data to determine the patient panel.  Most projects are based on current patient trends and using such a large timeframe would allow for various patient changes (age, sex, conditions, etc...) that would distort the true impact on the services.  In addition, we are concerned that this definition does not reflect how providers may be changing their services in the near future to develop integrated delivery models of care that would target different patients (that may not be part of the existing patient panel) or are developing services in areas that may not be adequately served that are also not part of the existing patient panel.  Without recognizing planned changes, the state is limiting providers and creating a potential barrier to developing innovative models of care under Medicaid and other programs that are a priority of this Administration.  To that end, it is critical that this definition be updated to reflect the following:

i. Patient Panel means the total of the individual patients seen over the course of the most recent publicly reported 12 month fiscal year case mix for the facility where the project is occurring as well as any future changes in a patient case mix to address an unmet need or changes in healthcare services”.  

13) Significant Change

a. We would request that the department provide for a new subpart (F) that would allow the Commissioner to also waive any of the five (A) through (E) criteria based on a request by the applicant with appropriate and reasonable basis.  There is a possible conflict and no connection to the Good Cause definition and other provisions that may allow a change to occur.  Therefore, there should be some basis to allow the Commissioner discretion to waive the criteria if appropriate.  
14) Solicitation of funds

a. To ensure consistency with the statute and current practices, as well as ensure that any gifts or donations that are for projects unrelated to a DoN or for a Conservation Project are not considered, we would request the following clarification to the definition of solicitation by replacing the definition with the following:  
i. means the act of approaching any member of the general public with a request or plea for a donation of funds to be used toward a Proposed Project. For such purposes, “Solicitation of Funding” shall exclude any donation of funds for other purposes that are not directed to a Proposed Project and directed to a Health Care Facility or Affiliate, any shareholder, member, partner, and member of the board of directors, officer, employee or clinical staff.
15) Substantial change in service

a. Consistent with recent statutory changes to the DPH laws, we would request that DPH remove the words “acute care” within part (1)(b) and part (2) to ensure that the application of the rules are consistent for any hospital setting.  
16) Sufficient interest

a. We would request the removal of part (5) as drafted as it is not clear the intent or  role of a government agency in determining site selection for provider locations.  There are already existing local zoning and other approvals that are needed to develop a provider site.  In many cases it is not possible to provide this approval or determination prior to a DoN approval, but it is part of the plan review process.  Therefore it is not clear why this is in the DoN provisions.  We are also concerned that this provision would only add more costs and disrupt the ability for providers to find appropriate locations for patients and other  identified needs 
17) Total Value

a. We would urge the department to focus on the total value of the construction costs as the basis for this definition.  Many other factors (e.g., major moveable expenses) have historically been a separate component of any project.  Therefore we request that the definition be amended as follows:

i. means the sum of the total Construction costs  of the Proposed Project; or, in the case of a transfer of ownership, the total valuation of the proposed Health Care Facility to be acquired at the time of the Filing Date.

DoN Factors (100.210):

While MHA supports the general goal of changing the current factors for consideration, we are very concerned that as drafted there may be challenges to providers to be able to demonstrate that they are meeting applicable federal and state goals of innovation, cost effectiveness, and integrated care design.  To that end we would request the following changes: 
1) Factor 1 - Objectives 

a. We would request that the words “sufficient need/evidence” in parts (a) and (b) of this factor be removed and replaced with “reasonable basis.”  The overall goal is to develop a project based on what is known at the time the application is being developed and based on the goals of the facility to meet the expected patient needs.  Requiring information at a level of “sufficient” requires the provider to meet a level of expectation on projects that is not feasible or realistic
b. We are also concerned with the broad nature in part (d) to provide information to “all affected government agencies” which is not realistic to know any and all federal, state, and local entities.  Instead we would request that information is provided to “known government agencies that license or regulate the entity or proposed project” 
c. We would also request that Part (e) be clarified to reflect community engagement expectations that are realistic by removing the words “community coalitions statistically representative of the Applicant’s existing Patient Panel” and replacing it with “community groups that are identified in a provider’s community health needs assessment or which are known to represent the Applicant’s Patient Panel”
d. We would also request that part (f) be removed.  This provision is duplicative to the financial feasibility requirements in Factor 4 where the applicant must demonstrate the cost analysis of meeting cost containment.  So adding a requirement here that is vague and not reflective of the requirements of Factor 4 is confusing and should be removed.

2) Factor 2 - Health Priorities

a. Consistent with the proposed changes to the definition of Health Priorities, we would request that DPH amend this factor by removing the current language.  As drafted these requirements are based on meeting state level goals and objectives, but as we have commented in the definitions the priorities should be based on a federal or state or other priority as identified by an agency.   Therefore, we request that the language in part (a) and (b) be replaced with the following:
(a) The Applicant has demonstrated that the Proposed Project will address one or more of the Health Priorities outlined in the definitions of 105 CMR 100.100; and, 

(b) The Department has determined, either:

(i) If the Applicant’s Proposed Project, in its entirety and without Disaggregation, meets one or more of the Health Priorities as so defined, it is exempted from 105 CMR 100.210(A)(6); or,

(ii) The Applicant has provided with a reasonable basis , or through attestations, that the Applicant’s proposed fulfillment of 105 CMR 100.210(A)(6) will sufficiently advance the Health Priorities as so defined. 

3)  Factor 3 – Compliance

a. MHA is very concerned with the wording in this specific factor as it is broad and unrealistic for a facility to attempt to document that it is in compliance with all federal, state, and local laws and regulations.  The number of requirements that a healthcare facility must review and consider is significant.  More importantly, as worded this requirement is related to the applicant or facility and not to a proposed project which will add to the overall cost of a project in order to have a detailed legal review and lengthy submission completed. We would instead urge DPH to consider the following revised language for this factor to ensure that any compliance review is based on the actual project, which would also be consistent with other licensure requirements.
i. The Applicant has provided documentation attesting to compliance with any applicable and known laws and regulations related to the Proposed Project, including but not limited to construction standards of the state building code, the Facility Guidelines Institute’s Guidelines for Design and Construction of Health Care Facilities, the Life Safety Codes as specified in 42 C.F.R. 482.41(b), and other accreditation requirements applicable to the Proposed project.
4) Factor 4 – Financial Feasibility
MHA and our members are extremely supportive of increased transparency; however we have concerns that the process outlined in this factor does not provide any protection for financial records or other information that if disclosed to the general public, could increase total expenditure of a project.  To that end, we would ask that DPH consider the following:

a. Including language either in the regulations or through sub-regulatory guidance that information that is not publicly available should be kept confidential and not open to a full review by the public as it may adversely impact bids on the projects, labor or other construction manager cost discussions, and other hospital operations.  Disclosing the full costs of a project prior to when the project begins, would also add more costs as many projects may be based on estimates.  Disclosing this information may prevent a provider from negotiating rates on the overall projects.   
b. We also request that DPH remove certain language that is not applicable to the applicant and the project.  An example is asking for financial records to review the financial impact on the affiliates of the applicant. This has no relation to the Applicant or the Proposed Project and should also be removed.  
c. We are also concerned with and request removal of the entire section requiring a CPA analysis of the financial information.  This requirement is duplicative to the independent cost analysis and would only add more costs and delays to the overall project.  Because it is not clear why we need this new requirement if there is also an independent cost analysis and the level of review goes far beyond the purpose of the DoN project, we request the removal of this language:
i. Said documentation shall be completed and certified under the pains and penalties of perjury by a certified public accountant (CPA). Said CPA’s analysis shall include, but not be limited to, a review of the Applicant’s past and present operating and capital budgets, balance sheets, projected cash flow statements, proposed level of financing for the Proposed Project, and any other relevant information required for the CPA to provide reasonable assurances that the Proposed Project is financially feasible, and within the financial capability of the Applicant, and where appropriate, as a matter of standard accounting practice, its Affiliates

d. Finally, we urge DPH to consider as part of this Factor 4, the development of supporting documentation (when requested by the applicant) that indicates an initial review and pending approval from DPH.  A major hurdle in any project is securing appropriate bond financing in a timely manner for a project.  As collaborative partners, we would request that the state be able to provide an initial interim approval or document that the project is still pending review, but meets the general cost analysis, so the applicant can seek or start bond financing for the project in order to begin work once the overall approval is obtained.  To that end, we request the following edits to Factor 4:
(a) The Department, in consultation with CHIA, will provide a notice to the applicant that it has determined that the Applicant has provided appropriate documentation of the availability of sufficient funds for capital and ongoing operating costs necessary to support the Proposed Project without negative impacts or consequences to the Applicant’s Patient Panel. Said documentation shall be completed and certified under the pains and penalties of perjury by a senior financial executive employed by the Applicant; and, 

(b) If the Department has determined that an independent cost-analysis is required pursuant to M.G.L. c. 111, § 25C(h), the analysis has demonstrated that the Proposed Project is consistent with the Commonwealth’s efforts to meet the health care cost-containment goals. 

5) Factor 5 – Relative Merit

As drafted we are concerned with the broad nature of this provision,, which requires a provider to demonstrate with sufficient evidence the relative merits of a project and that there are no other viable alternatives.  As drafted, this factor can allow for subjective decision making without any basis for staff to determine what they believe to be relative merit.  We would request that this factor be revised to at least provide for a “documentation that provides reasonable basis that known alternatives were considered.” In addition, we feel the term “existing patient panel needs” should be removed. The evaluation of 100.210(A)(1) already compares a proposed project to evidence based alternative or substitutive methods. The inclusion of these terms is redundant and potentially limiting to the evaluation process. We would also request that DPH consider developing an advisory group to assist with outlining guidance for what are the parameters expected in this new factor. To that end, we request the language be clarified as follows:
(a) The Applicant has provided documentation that provides a reasonable basis that known alternative and substitute methods were considered from the Proposed Project that meets the Patient Panel needs identified by the Applicant pursuant to 105 CMR 100.210(A)(1). Evaluation of 105 CMR 100.210(A)(5) shall take into account, at a minimum, the quality, efficiency, and capital and operating costs of the Proposed Project relative to potential alternatives or substitutes, including alternative evidence-based strategies and public health interventions.

6) Factor 6 – Community Based Health Initiatives

MHA requests serious consideration for several changes in this provision as we believe as drafted it goes against the Governor’s executive order of providing for administrative simplification.   Specifically we are requesting the following:

a. Amending the percentage of Factor 6 to be “up to 5%”.   Allowing the factor to be an amount higher than 5% significantly increases the costs and would stifle any project that may be necessary in many non-urban communities.  Also there is no recognition that operational costs associated with DON related community-based health initiatives are in included in the “up to 5%”.  

b. We would also change the reference to the DPH CBHI guidelines as the sole determining factor and instead require that the basis should be to address the Health Priorities as defined above.   This provides for an important connection to community based services and programs that are meeting federal and/or state reform efforts.  

c. We would also ask for some flexibility and possible exemption from a portion of the 5% costs (similar to Factor 2) if a facility determines that it may have developed similar initiatives through community benefits programs or other similar public programs.   There has to be a connection to such efforts, otherwise the state will be forcing more facilities to significantly decrease public programs in order to meet this DoN requirement. To that end we proposed revising Factor 6 as follows:
For all Proposed Projects, consistent with M.G.L. c. 111, §25C, and unless explicitly exempted within 105 CMR 100.000, the Department has approved the Applicant’s proposed plans for addressing Health Priorities as further set forth in the Department’s Community-Based Health Initiatives Guideline. Said plans shall fund projects which shall be documented and enforceable as a Standard Condition of any Notice of Determination of Need issued pursuant to 105 CMR 100.000; and, in total, shall be up to 5% of the Total Value of the Proposed Project which percentage shall include operating costs to develop and manage the projects, except in cases where exemptions may apply, such as but not limited to the funding of existing programs and services developed through a community health needs assessment following other federal or state requirements.

Standard Conditions (100.310)

1) Within Part F (subpart 4), we are asking the department to revise the LEED Silver standards so that they apply for only new construction of an entire building or structure. =  It is not possible to meet LEED Silver standards on renovations within an existing building because the LEED standards are dependent on base building infrastructure items which are very large, expensive items that in most or all situations cannot be done while still maintaining daily operations and delivery of care. . To meet this requirement, facilities would likely have to shut down a building further increasing costs and delaying access to services. To that end , we request the following changes:
a. The Holder shall ensure new Construction of a building or facility implemented pursuant to a Notice of Determination of Need meets all Prerequisites and meets or exceeds certifiable “silver level”, or equivalent, of the Leadership in Energy and Environmental Design-Health Care (LEED-HC) Green Guide for Healthcare (GGHC), or an equivalent nationally recognized best practice standard, as approved by the Department.

2) MHA and our members are specifically requesting that DPH provide for additional time to review and provide comments at a later date specifically on part K, which requires that an applicant must agree to participate in MassHealth as part of any DoN filing.  There have been several questions and issues raised by the provider community on this provision, given several controversial contracting, coverage, and payment changes by the Medicaid program. To ensure that the provider community has a chance to fully review and provide appropriate comments on the adoption of a significant public health policy issue within regulations, we would urge the state to consider at least a month delay in providing comments on this specific provision.
3) We strongly urge the department to consider amending Part L to remove “at a minimum on an annual basis, and” and allow reporting to occur in a timeframe as negotiated between the commissioner and the applying entity. Reporting should be determined based on expected outcomes of proposed projects which may vary among projects depending on size, cost, and duration of time until completion. Requiring reporting to occur annually without good cause will result in additional administrative burden and costs on providers. 

4) We would further request amending Part M that imposes a penalty of up to 2.5% of additional CBHI funds if the applicant does not meet a specific condition.  Given that any determination of noncompliance with a standard is based on a subjective determination by DPH or the Public Health Council, we do not feel that such a large penalty is appropriate.  Given the costs of many projects, adding an additional 2.5% of a project is unfair and will create financial difficulties for many providers.  Instead, we would seek a two prong process for resolving concerns.  First, we would ask that there be a formal notice and appeal process when the department believes that a provider is not complying with the standard conditions.  Following such a process, if the provider continues to be out of compliance without any reasonable basis, then there should be a penalty that should be capped at an amount similar to other federal or state agencies (for example, the IRS levies a fine of up to $50,000 for a violation of a condition or requirement.  
5) MHA is also very concerned with the language outlined in Part O, which would require a 5 year compliance process for standard conditions once the Proposed Project is completed.  We would ask that DPH add to this Part O provision, allowing the Commissioner to waive this requirement upon reasonable request by the Applicant.  There may be a variety of reasons that continuation of a specific condition is not permissible and therefore should be considered by DPH.  For example, many projects of minor or non-substantial nature should be allowed to seek a waiver from this requirement if the cost of complying is more than the cost of the project or unnecessarily adds costs to sustain the project or mission of the provider.
Filing of the DoN Application (100.405)

1) Within Part (A), MHA requests clarification that: 

a. Similar to our comments in Factor 4, that the application and all pertinent documents that are publicly available or which the Applicant deems to be public should be made available pursuant to the provisions of part (A).  Specifically, that the provider should be able to document or identify those documents which are not or should not be publicly available as it may impact the ability of the provider to negotiate rates and services.  
b. We would also request removing the language “an attestation of compliance with all federal, state, and local laws,” and similar to our language in Factor 3, request that the state instead require :an attestation of compliance with the applicable laws and regulations pertaining to the Proposed Project as outlined in Factor 3”

c. We would further request a change at the end of the provision that “the applicant attest that it will make an effort to identify local, minority, women, and veteran owned business that it will consider for work.”  As drafted the provisions appear to mandate that the provider work with only these entities, but in many cases they may not be the most competitive in terms of prices or other factors.

2) We would also request within Part (B) a more streamlined approach to the proposed application process, including

a. Requiring the signature by one party (not multiple such as the CEO and Board Chair) as signatures by multiple parties  only adds to the administrative process.  However we feel there should be a process to ensure that the board of each facility is aware of the DoN filing(s).
b. We would also request that the application only be filed with DPH, who will then have authority to provide a copy of the application to any government agency that requires or needs the information.  Requiring an applicant to file multiple copies of the application to all appropriate government agencies goes directly against administrative simplification and a provider cannot guess which agencies should receive the documents.  It would be simpler and more cost effective for the requests by government agencies to be received by DPH.
3) Also within Part (B), while we appreciate the statute sets the application fee to an amount not to exceed .2% , we also feel the department should also develop a more appropriate sliding scale.  With more aging facilities, providers are going to need to start considering larger projects with greater costs.  We believe that the better consideration would be to set the rate based on the estimated cost/time for the DPH staff to review and issue its determination provided that such amount should not exceed .2% of the total cost as we have requested an amendment to that definition.  We also request that DPH should return any unused portion of the fee if the application is quickly determined to be rejected.  
4) We have concerns with the requirements outlined in Part (C), which as drafted is duplicative of other provisions and would unnecessarily increase costs..  We would urge DPH to consider what is reasonable within the various requirements of part C.  For example, the notice of intent should be limited to the local newspaper of the town in which the project is occurring.  Trying to force providers to consider any and all “nearby” towns is not feasible and  administratively daunting. Further, we would request that subpart (1) and (2) as drafted be eliminated.  The concern we have is that the proposed regulations already require a provider to inform various consumer groups as part of Factor 1 (part (e)).  The process and information that is provided should conform to how that engagement occurred as outlined in Factor 1.  Adding any additional requirements in the manner and format outlined in Subparts (1) and (2) is duplicative, unnecessarily adds costs, and poses unreasonable delays to the overall DoN process.  
5) We also request that the timeframe for submitting a cost analysis should occur within 30 days of filing the initial application to ensure that the provider is able to develop this costly and time consuming analysis within the overall DoN review time frame.

Amendments to the proposed DoN (100.425)

1) We would ask for a small clarifying change to add in the word “substantially” before the word “alters” in the second line.  DPH had included “substantially alters” later in this section, so we feel that this term may have been incorrectly left out in the drafting.  Without including this term, the applicant is precluded from requesting a significant change which may occur due to a number of factors including changes in costs, delays in applications, or changes in need for an area.  

2) We would also request that DPH allow the entity to make or request technical or other changes to the application based on updated information.  As drafted the applicant is precluded from asking for any reasonable change that may meet the definition of a “minor” or “immaterial” definition.  Therefore we would request that the following sentence be revised as follows:  This provision does not preclude the Department from requesting additional information, or making reasonable accommodations for any necessary technical corrections or other changes based on updated information related to the Proposed Project scope.  
Withdrawal of DoN Application (100.430)

1) We believe that there may have been several unintended editing errors in this section and request changes to Part (B) to:

a. remove “prosecute” and put in “execute”; and
b. remove reasonable time at the end and say within 6 months from filing the application 

Public Hearings (100.445)

1) While it is not stated, it would be helpful to the overall process if DPH would also include language that would allow the applicant to be made aware of any requests and an opportunity to respond/object to a public hearing depending on the nature and reason for the public hearing request. 

Staff Report (100.510)

1) While we appreciate the process outlined to ensure communication back to the applicant, we feel that the timeframe can be further clarified. Specifically, that the staff report should be provided to the applicant at least 7 days prior to other parties of record being provided a copy. Further, to afford the applicant reasonable time to respond to issues that are raised (if any), the department should not  make the report public without the applicant having an opportunity to respond to and request a meeting with the department. While we feel this can occur within the 21 days, there should be an opportunity or open discussion with the applicant prior to staff comments being made public.
2) We also feel that for purposes of clarifying the overall process, DPH should merge 100.525 (Written reaction to the staff report) into 100.510 to ensure consistency in the process, and timelines for all reviews, responses, and public dissemination. As drafted it is not clear how the timeframes will flow in both sections.

Final Action by DPH (100.615)

1) In Part (E), we urge DPH to remove the first sentence of this section (“The Department may dismiss the Application without making a finding.”) as it is contrary to the rest of the section and any dismissal based on the six criteria in this Part (E) should be outlined and provided to the applicant so they are aware the reasons for the denial for any future projects.  Without providing details as to the reasons that the project was denied, the applicant would not be granted the opportunity to improve on application submissions in the future. 
Preliminary Action by DPH (100.620)

In part (1), we believe there may be a drafting error and seek to change the term “Patient of Interest” to “Parties of Record”

Notification of Final or Preliminary Action (100.625)

To ensure appropriate and timely communication, we would request that DPH clarify what is appropriate written communication; specifically we believe it should be a certified letter to the applicant to ensure delivery and receipt.
Amendments to an approved DoN (100.635)

While we support this general process and exceptions, we are very concerned with how the three criteria of immaterial, minor, and significant change are outlined in the regulations.  We believe it would be better if the state maintains only the first sentence in each criteria, consistent with the definitions.  For the reminder of the text, we would request that all additional language be removed and placed into a circular letter with other guidance being developed by the department. The language we are seeking to remove is related to general processes that may change over time based on the application types, changes to the healthcare environment, or as part of federal and state reform efforts and therefore would be more beneficial to the DPH staff and provider community if provided through other guidance
Substantial Capital Expenditure and Substantial Change in Service (100.715)

MHA is strongly opposed to and seeks to have parts (B) and (C) removed.  The goal of developing a conservation project is to ensure that providers can make quick and effective changes to operating systems that are not patient care areas.  As proposed, the state is requiring providers to add more costs to the system by forcing a CBHI percentage on top of basic system maintenance projects.  Such a requirement contradicts the goal of cost containment and restricts the ability of  providers to pursue appropriate maintenance projects – especially for those with aging facilities..

Change of Ownership (100.735)

MHA is very concerned with the inclusion of the HPC review and recommendations to discontinue an application.  While HPC does conduct cost and market impact reviews, we are very concerned that the DPH is now providing the HPC with additional authority to recommend whether an application should be denied or approved, which is beyond their statutory authority.  Therefore we request the removal of the following language within in part (D)(1)(b): 
a. “if the HPC issues a recommendation that the Notice of Determination Need should not go into effect” ;and 
b. “based on the HPC’s recommendation”

Other DoN Categories (100.740)

1) MHA and our members strongly support the concept and the proposal for ensuring that ambulatory surgical center licensure and development is tied to hospital projects.  At a time when the federal and state government is asking providers to develop innovative and integrated care organizations, allowing providers like ASCs to develop facilities near a hospital and cherry pick patients will prevent the long term sustainability of healthcare facilities under bundled payment and other alternative payment arrangements.  While we support this overall concept, we request that DPH consider the following technical changes to strengthen and support the intent of the provisions..
a. In Part (A)(1)(a) and (b):  seek to remove the words “Acute Care” as it appears in both sections to ensure that any ASC development is with any hospital licensed by DPH;
b. In Part (A)(1)(a)(i): remove the words “the main campus, only” and in its place put in the words “a campus” to allow other existing campuses of a hospital to develop the ASC.  Under federal and state law, remote and/or satellite locations of a hospital are considered part of the hospital campus for licensure and payment purposes, but are distinctly differentiated as not part of the “main” campus.  Without this clarification, then several remote locations of a hospital would be prohibited from developing services. 
c. In Part (A)(1)(c) – remove the word “not”  in the third line of the paragraph.  We believe that the intent is to ensure that any approved project for developing an ASC affiliated or part of a hospital benefits patients and provides services at a competitive price.   We feel that there was a simple drafting error that would remove the limitations on ASCs and would therefore seek that this be amended as outlined.   We would also request that DPH remove the word “existing” before the words “patient panel” to reflect the concerns we have raised in the definition of Patient Panel.   
2) MHA requests that DPH consider clarifying Part (B) – application for a DoN during an emergency.  Specifically we would request the removal of subpart (3) and subpart (a) (which we believe was meant to be cited as subpart (4)).   If the applicant is truly filing a request to develop an alternate level of care for an emergency situation, a requirement that providers meet certain conditions and CBHI percentages negates the goal of timely developing services to address an immediate emergency situation; could result in delays in urgent medical care; and interferes with healthcare emergency planning.  The goal should be focused on  patients and the dedication of resources to emergency care - not generating and allocating additional revenue for community programs.  While we are proposing a full waiver from DoN requirements (as outlined in subpart (2)) during an emergency, it should be noted that providers should still be subject to licensure requirements for any service that is developed.
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