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Massachusetts Society of

Eye Physicians and Surgeons

PO Box 236 Boston, MA 02133-0236

Phone: (617) 426-2020 Fax: (978) 255-2471 E-mail: tara@mseps.org
President: John Mandeville, M.D.  Executive Director:  Tara Gregorio
October 7, 2016

Commissioner Monica Bharel, M.D., M.P.H

Massachusetts Executive Office of Health and Human Services

Department of Public Health

250 Washington Street

Boston, MA 02108

Re:
Proposed Regulations Regarding the Department of Public Health’s (“DPH”) Determination of Need (“DoN”) Program
Dear Commissioner Bharel:

Massachusetts Society of Eye Physicians and Surgeons (“MSEPS”) is a non-profit organization, the members of which consist of over 60% of all of the ophthalmologists practicing in Massachusetts.  MSEPS is dedicated to the public’s direct access to ophthalmic care and has served to promote and enhance the practice of ophthalmology in Massachusetts for almost fifty (50) years.

On behalf of its members, MSEPS submits this Testimony to respectfully request that DPH’s proposed  revision of 105 CMR § 100.000 (see http://www.mass.gov/eohhs/gov/laws-regs/dph/proposed-regulations/determination-of-need.html) (“Proposed DoN Regulations”) be modified to remove the anti-competitive provisions pertaining to freestanding ambulatory surgery centers (“ASCs”). MSEPS appreciates the opportunity to submit this Testimony regarding the Proposed DoN Regulations.

As discussed more fully below, the Proposed DoN Regulations will impose anti-competitive restraints on ASCs in the event a DoN is required.  With respect to any transfer of ownership that triggers DoN (e.g., the sale of 51% or more of the ASC) the Proposed DoN Regulations can be interpreted to require that the ASC must sell its entire ownership interest to a hospital.  With respect to any transfer of an ASC facility location, investment in an ASC facility or change in surgical services would in fact trigger a DoN, the Proposed DoN regulations require the ASC to either (1) transfer its ownership interest to a hospital; or (2) joint venture with a hospital.  In addition, the Proposed DoN regulations have imposed anti-competitive restraints on ASCs with respect to certain conditions that trigger DoN such as a change in a designated Location of an ASC and the definition of “Expansion”.

These anti-competitive restraints  unfairly protect the interests of hospitals and the resulting impact on certain increases in health care expenditures are both adverse to the purpose of the DoN program as stated in a Memorandum dated August 23, 2016 from Jay Youmans and Thomas Mangan regarding the Proposed DoN Regulations (see http://www.mass.gov/eohhs/gov/laws-regs/dph/proposed-regulations/determination-of-need.html) (“DPH Memo”).  The DPH Memo states that the Proposed DoN Regulations are intended “to successfully realign incentive and disincentives for providers to compete to . . . offer high-value services defined by overall reduced [Total Health Care Expenditure] and increased health outcomes.”  Further “[t]he goal of this proposed revision is to . . . [transform] DoN into a policy that macro-manages and incentives the market to compete on value for all of our Commonwealth’s residents.”

Since the 1980s, ASCs have proven that they deliver the same surgical services that are provided in a hospital outpatient department (“HOPD”) setting with low complications, patient transfers, patient infections, and at a much lower cost to payors and patients along with high patient satisfaction.  As an example, the current Medicare fee schedule for cataract surgery provided in an ASC is $976.17 as compared to the Medicare fee schedule for cataract surgery provided in an HOPD is $1,745.70.  The resulting difference in the fee schedule rate is $769.53, which approximates a 78% increase in health care spending to provide the same surgical services in an HOPD rather than an ASC.

Patients’ insurance plans typically cover 80% of the fee and patients (or their secondary insurers) pay 20% of the fee (so-called “co-pay”).  Based on the example of cataract surgery provided to a Medicare patient, the co-pay for cataract surgery in an ASC equals $195.23 versus the co-pay for cataract surgery in an HOPD equals $349.14.  The resulting difference in co-pays equals $153.91 which translates to an increase of approximately 78% in a patient’s out-of-pocket expense for the patient to receive the same services in an HOPD rather than an ASC. It should be noted that the commercial insurance plans’ HOPD facility fee is significantly higher than the Medicare HOPD rate, therefore the patient co-pay is significantly higher.

In addition, not only is the cost to provide the exact same surgical services in an ASC setting substantially lower than in a HOPD setting, the standard of care and quality is no different than what is provided in an HOPD setting.  In fact, as noted in the DPH Memo, “standalone ambulatory care produce care of equal quality to in-hospital ambulatory care.”

Thus, notwithstanding the stated purpose in the DPH Memo that the Proposed DoN Regulations will incentivize competition, reduce health spending and increase health outcomes, the Proposed DoN Regulations requirement that an ASC must partner with or be absorbed by
 a hospital accomplishes the exact opposite result and will cause Medicare/Medicaid and the commercial payors and patients to substantially increase the payments they make pertaining to ambulatory surgical care.

To avoid this result, MSEPS proposes the following modifications to the Proposed DoN Regulations:  

1. Remove Requirement that ASCs Partner With or Be Absorbed By Hospitals.
Proposed 105 CMR 100.740 is a new provision that applies solely to ASCs and would require an ASC to either partner with or be absorbed by a hospital in the event that it engages in an activity that triggers DoN.  This is anti-competitive and in direct conflict with the goals articulated in the DPH Memo regarding reducing health care spending and promoting patient outcomes. As a result, MSEPS respectfully requests that the anti-competitive provision of proposed 105 CMR 100.740(A)(1) be struck in its entirety as noted below:
100.740 Other DoN-Required Categories

(A) Ambulatory Surgery:

(1) Applicability: 

(a) No Person shall be issued a Notice of Determination of Need for any Project proposing implementation of an Original License, Addition, Expansion, Conversion, transfer of Site, or change of designated Location inclusive of Ambulatory Surgery, unless the Proposed Project for Ambulatory Surgery , as it relates to Ambulatory Surgery, constitutes either:

(i) Ambulatory Surgery capacity located on the main campus, only, of an existing Acute Care Hospital licensed pursuant to M.G.L. c. 111, § 51; or, 

(ii) A Freestanding Ambulatory Surgery Center licensed as a clinic pursuant to 105 CMR 140.000, that is an Affiliate of an existing Acute Care Hospital licensed pursuant to M.G.L. c. 111, § 51; or, 

(iii) A Freestanding Ambulatory Surgery Center licensed as a clinic pursuant to 105 CMR 140.000, that constitutes a joint venture with an existing Acute Care Hospital licensed pursuant to M.G.L. c. 111, § 51, provided that the Applicant submits documented plans to ensure integration and communication of patient health records between the joint entities.

For transfer of ownership of an Ambulatory Surgery Center, see 105 CMR 100.735 Review for Transfer of Ownership

(b) For the purposes of Applications made pursuant to 105 CMR 100.740(A)(1) only, the Department shall only accept an Application filed by the existing Acute Care Hospital’s Provider Organization.

(c) Any Application for Notice of Determination of Need made pursuant to 105 CMR 100.740(A)(1) which includes a Proposed Project within the Primary Service Area of an existing Acute Care Hospital, and which is not a joint venture or existing Affiliate of the Applicant(s), must sufficiently demonstrate that the Proposed Project will 1) respond to the health needs of the Applicant’s existing patient panel; and, 2) offer the proposed services at a competitive price.
(2) Other Conditions: A Notice of Determination of Need issued to a Holder resulting from an Application required pursuant to 105 CMR 100.740(A)(1)(ii) or (iii) shall be subject to the following Other Conditions:

(a) The Holder of the Notice of Determination of Need issued pursuant to 105 CMR 100.740(A)(1) shall provide an attestation that the Freestanding Ambulatory Surgery Center will be certified pursuant to 42 CFR Part 416 and will remain in substantial compliance therein. 

The remaining provisions of proposed 105 CMR 100.740 would remain in effect.

2. Remove Requirement that DoN for Transfer of Ownership is Conditioned on Transfer of License to a Single Transferee

A DoN is required for a transfer of ownership in an ASC. Proposed DoN Regulations 105 CMR § 100.735(A); 105 CMR § 140.105(G). The Proposed DoN Regulations refer to a “transfer” and “change” of ownership interchangeably without definition.  Under the current clinic licensure regulations, “transfer of ownership” is a transfer of a majority interest (e.g., 51%) of any class of stock, partnership interest, or a change in the majority of trustees or corporate membership (as applicable)
. 105 CMR § 140.020.   

In the event that a transfer of interest in an ASC triggers DoN, the Proposed DoN Requirements state that in such a case no DoN will be issued unless the “proposed project includes the transfer of the Health Care Facility’s license in its entirety to a single transferee.”  Proposed DoN Regulation 105 CMR § 100.735(A)(3).  MSEPS considers this provision ambiguous. 

This ambiguity gives rise to a possible interpretation that the provision would require that, if a majority interest of an ASC is being sold, that would trigger a complete sale of the ownership interest in the ASC to a single entity, which would be a hospital.  This would mean that at the end of the transaction, there would only be one owner.  This provision is applicable to both hospitals and ASCs.  However, this proposed requirement would in effect penalize the ASCs as hospital transfers are consummated with a single entity transferee, whereas most ASCs are owned by multiple owners. Although there are ways to work within this requirement (for example, the remaining group of individual owners form one company that purchases the ASC interest being sold), there is an additional requirement in the Proposed DoN Regulations that would prevent the internal ASC sale.
A Transfer of Ownership, if approved by DPH, has the effect of the transferee being issued an Original License.  Proposed DoN Regulation 105 CMR § 100.100 (definition of “Original License”).  The Proposed DoN Regulations require that if a freestanding ASC proposes implementing an Original License, then it must either be an affiliate of an existing hospital or it must joint venture with an existing hospital. Proposed DoN Regulation 105 CMR 100.740(A)(1)(a)(ii), (iii).  As noted above, because the Proposed DoN Regulations require an ASC to transfer its entire ownership interest to one transferee (in the event that the “Transfer of Ownership” DoN requirements are triggered), this would have the effect of forcing an ASC to sell all of its interest to a hospital which would have an anti-competitive and unfair effect on ASCs.
MSEPS has reason to believe that proposed 105 CMR § 100.735(A)(3) was intended to prevent a health care facility from selling off a portion of its license (e.g., in the transfer of ownership of a Health Care Facility that has two sites, the effect of this form of transfer would be that one of the licensed Sites would be transferred to one purchaser and the other licensed Site would be transferred to another purchaser). 

MSEPS respectfully requests the following modification be made to 105 CMR § 100.735(A)(3) (in addition to that noted in Section 1 of this Testimony) to remove any ambiguity that would have the unintended result of forcing ASCs to sell all of their ownership interest to a hospital in the event that Transfer of Ownership is triggered and to provide consistency in terms of regulatory reference to the occurrence of a “transfer of ownership”.

100.735: Change Transfer of Ownership 

(A) Applicability:
(3) No Notice of Determination of Need for a transfer of ownership shall be issued by the Department if the transfer would result in more than one Original License being issued to allow the same items and services or any portion of the same items or services for which the transferring Health Care Facility was licensed to provide prior to the transfer.  unless the proposed project includes the transfer of the Health Care Facility’s license in its entirety to a single transferee.

In addition, MSEPS respectfully requests the following modification be made to the definition of “Original License” in Proposed DoN Regulations 105 CMR § 100.100 to ensure that the terminology used with respect to a transfer of ownership is consistent in terms of DoN and clinic licensure regulations
:

Original License means the license issued to a Person for the Premises named therein, and is granted either upon initial licensure of a facility, change of location, or change transfer of ownership (as the same is defined pursuant to 105 CMR § 140.020, as amended from time to time) of a Health Care Facility. 
3. Revise Certain Provisions that Pertain to Events that Trigger DoN
In addition to the anti-competitive effect of forcing the ASCs to partner with or be absorbed by hospitals as a condition to receive a Notice of DoN from DPH, the Proposed DoN Regulations contain provisions pertaining to the events that trigger DoN which are either anti-competitive to the ASCs or are ambiguous.

a. Change of Physical Location.
If a transfer of an ASC’s site triggers a Substantial Capital Expenditure and/or Substantial Change in Service, then DoN is required.  Proposed DoN Regulations 105 CMR § 100.745(A).  This provision is the same as the current provision under the DoN regulations.

If a transfer of an ASC’s location does not otherwise trigger DoN review, then under the current DoN regulations the transfer could be effected through a notice, limited hearing and review by the DoN program director (truncated from the full DoN process). 105 CMR § 100.720 (clinic must notify DPH of intent to change location and detailing review process for approval of same).  In sub-regulatory guidance, DPH has taken the position that certain “de-mimimus” transfers need not undergo review/approval, but notice is nonetheless required.

However, under the Proposed DPH Regulations, if an ASC wishes to change the “designated Location of an Original License” without triggering Substantial Capital Expenditure and/or Substantial Change in Service, the ASC must notify DPH of the intended change in Location and DPH will determine “whether or not the proposed change of the designated Location first requires a Notice of Determination of Need”.  Id. at § 100.745(B).
Because there are no standards stated in the Proposed DoN Regulations by which DPH would make this determination, MSEPS respectfully requests that the sub-regulatory guidance of so-called de minimus transfer of site be incorporated into the Proposed DoN Regulations as well as certain current factors DPH currently takes into consideration when approving a change in designated Location:  

100.745: Transfer of Site or Change of Designated Location
(B) No Person shall change the designated Location of an Original License as outlined within 105 CMR 100.730(A)(1), unless the Person first provides written notification to the Department, in the form and manner as required by the Commissioner, and the Department determines whether or not the proposed change of the designated Location first requires a Notice of Determination of Need. A Notice of Determination of Need will not be required if the change in the designated Location of an Original License will not result in a Substantial Change in Services or Substantial Capital Expenditure and the Department determines:

(1) The proposed change in designated Location of an Original License to be within a de minimus distance of the licensee’s existing designated Location.  The Department will consider a move is de minimus if it the Person provides the same service(s), without interruption, to the same patient population at a new Location that is located within the same zip code area, or within a five mile radius of a Location or equivalent driving distance, where services are being provided prior to the proposed change of designated Location; or 

(2) The proposed change in designated Location of an Original License will not substantially change its service area defined as those communities that cumulatively account for 75% of its total discharges. 

b. Definition of Expansion.
The Proposed DoN Regulations define “Expansion” (which is a DoN trigger) by certain events including “for ambulatory surgery, a change from single specialty to multi-specialty”.  Prohibiting ASCs to be able to compete on the same playing field as hospitals is anti-competitive and is in direct contravention of DPH’s stated desire in the DPH Memo to both contain healthcare costs and to enhance patient outcomes.  As noted above, the payment for the same services provided in an ASC is substantially less for both payors and patients as payment provided in an HOPD and the quality of the service is equal.

In addition, the definition contains a catchall phrase of “or any other change as further defined by the Department” to constitute an “Expansion”.  This catchall phrase does not provide any guidance to an ASC in terms of business planning and could leave the ASC financially vulnerable if it has committed substantial resources towards a project that is not specifically defined as an “Expansion”, yet DPH later determines that DoN is required.

In light of the anti-competitive effect as well as the ambiguous undefined events that could be construed as Expansion, MSEPS respectfully requests the following revision to proposed 105 CMR § 100.100:
Expansion means any increase or upgrade by a Health Care Facility to the existing functionality of a DoN-Required Service or DoN-Required Equipment; any increase or upgrade to the total number of beds, services, or stations, or for ambulatory surgery, a change from single specialty to multi-specialty; or any other change as further defined by the Department.
Finally, although DPH has verbally stated that the moratorium on permitting Original Licensure for new ASCs will be removed once the Proposed DoN Regulations are finalized, there is nothing in writing to support this. MSEPS respectfully requests that the termination of the moratorium be memorialized in the Proposed DoN Regulations or in other written guidance issued by DPH.

Implementing the requested modifications in this Testimony would allow ASCs and hospitals to compete, for the most part, on a level-playing field with respect to DoN matters and would be in alignment with DPH’s stated desire in the DPH Memo to “incentivize value-based market competition among providers to develop and offer services that result in better health outcomes for fewer dollars spent”.







Respectfully,
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John T. Mandeville, M.D., Ph.D.







President
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� The absorption of ASCs by hospitals would have the effect of providing hospitals with increased market power, which the DPH Memo quotes an Federal Trade Commission expert witness to opine that “increased power market, especially within state lines, often if not always significantly contributes to increased [Total Health Care Expenditure] and increased price variations, and on balance, decreases patient access and public health outcomes.”


�  There are proposed clinic licensure regulations that further define “Transfer of Ownership” to include “any change in the ownership interest or structure of the clinic . . . or parent organization(s) that the commissioner determines to effect a change of control of the operation of the clinic.” See proposed definition of “Transfer of Ownership”, 105 CMR 140.020 � HYPERLINK "https://www.healthlawpolicymatters.com/wp-content/uploads/sites/8/2016/09/Clinics-Proposed-Regs.pdf" �https://www.healthlawpolicymatters.com/wp-content/uploads/sites/8/2016/09/Clinics-Proposed-Regs.pdf�.


� Please note that the reference in Proposed DoN Regulation 105 CMR § 100.310(D) to “change of ownership” will also need to be changed to “transfer of ownership”.
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