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DPH WRITTEN TESTIMONY ON PROPSOED CHANGES TO DETERMINATION OF NEED (DON) REGULATIONS – 105 CMR 100.000.
October 6, 2016
My name is Paul Hattis, I am a health policy professor at Tufts University Medical School and today am submitting some additional comments that detail a few suggestions that were not primarily the subject of my September 21 oral testimony on these proposed major revisions to the DON Regulations.
But first, I do want to re-emphasize that my focus for oral testimony--the specified interactions contemplated by these regulations, between the Public Health Council (PHC) with the Health Policy Commission (HPC) on areas of mutual interest and policy overlap--remain important from my perspective.   What better evidence of the need to have an effective working relationship between the two agencies than the current Boston Children’s Hospital (BCH) DON application review, now under consideration.   HPC did an incredible job in its review of the potential cost and market implications of the proposed BCH DON.  They thoughtfully and with evidence, highlighted concerns in their review of the proposed BCH application that are highly relevant for the PHC’s deliberations on whether to accept, reject or add conditions to this DON Application. 
Second, since my oral testimony, and after rereading the draft regulation including the definition of a ‘Party of Record’ contained therein, I now realize that my concern noted in oral testimony about language disappearing which makes clear that the HPC, if it so chooses, has a right to  submit comments tied to an Independent Cost Analysis (ICA) was misplaced.  The definition of a ‘Party of Record’ allows for such a role by HPC and so I stand corrected on that point.  My apologies….

However, an additional thought on this issue since September 21 is the idea that perhaps the regulations should make more clear that HPC can or should be officially asked to develop the ‘charging questions’ that will form the basis of an ICA.   That certainly might have helped in the BCH application review; as both the questions asked to Navigant as well as the analysis that came from them did not seem to generate information that DPH staff found sufficiently useful as noted on p. 6 of the DON staff report (“The ICA did not include rigorous testing of the assumptions made by BCH and the application did not include detailed information explaining the basis for the projections.”)    
Finally, as I noted in my oral testimony, it is imperative to assure that the ‘client’ for an ICA should be the state—and not the applicant hospital.  I do hope this latter issue is fixed in the next draft of these revised regulations—it is almost unethical not to….. 
Turning now to new topics--I wish to offer some comments in two important areas that were not part of my oral testimony:  (1) the Applicability section tied to Ambulatory Surgical Centers (ASC’s) and the language contained therein at 105 CMR 100.740 (A); and (2) Under 105 CMR 100.210, Determination of Need Factors, I believe that some language should be added to create a new sentence under Factor (5) Relative Merit which relates to the PHC giving due consideration for  a Project’s impact on ‘market or health system sustainability.’.

ASCs

As for ASCs, in a big picture sense, I understand the desire of DPH to want to protect some number of community hospitals from ‘cream skimming’ of commercial patients who are in of ASC services who could get channeled to a physician owned ASC and away from a hospital owned facility.   After all, hospitals do not usually have the luxury of choosing their patients—and so an ASC under a hospital license will usually get a mix of patients who have either governmental or private health insurance coverage.  This is not necessarily the case with a physician group owned ASC, especially as it relates to Medicaid patients.  So, I do think that given this reality, there is a legitimate worry that for community hospitals, competition and cream skimming from competitor physician owned ASCs can ultimately impact an array of services well beyond ambulatory procedures—and even go to the heart of the viability of a community hospital that needs commercial ASC revenues to help it survive or thrive in this very complicated health care world.   Thus tying the grant of an ASC license to either being licensed or joint ventured with an acute care hospital has some appeal for me.

However, I was moved by the testimony that I heard on September 21.  I do appreciate that both large and small groups of physicians, with good intentions, can provide lower cost and quality services to patients on their own accord when they own and control ASCs.   In some instances, perhaps such groups can do so with greater efficiency and productivity than a hospital alone or an ASC partnership with a hospital.   Consumers ought to be able to gain both the lower costs and greater efficiency of such non-hospital providers.   Given the spirt of the regulations to want to ‘promote competition’ and ‘value’—I do see the wisdom in broadening the eligibility of providers to include applicants who are not hospitals, or may not necessarily be in joint ventures with them.

Accordingly, with these competing desires, there may well be a way to strike a balance along the following conceptual lines:

1.    Open up ASC license applicability to all providers who can meet basic quality standards—except in the primary service area of Independent DSH hospitals in our state.   In those geographic areas, I would maintain the Applicability section as currently drafted.   While perhaps some system affiliated DSH hospitals would argue they too need protection from cream skimming of commercial revenues tied to ASC care—in balancing interests (because of the often greater ability of accessing additional resources), I would not choose to generally include this group for this primary service area exception at this time.  Perhaps in the future the regulations could evolve here if warranted or special circumstances suggest a need for some other exception. 
2.    I would add for any non-hospital sponsored ASC, a requirement that they maintain ‘meaningful Medicaid participation’ for their ASC in order to obtain a license on their own.  I believe that the state’s Medicaid agency may have a good definition for that term—which should be explicitly measured on an annual basis, and be tied to the proportion of Medicaid enrollees in some appropriately defined geographic service area connected to the ASC.    Should a physician owned ASC not reach the level of meaningful Medicaid participation—the group would be assessed a fine for its Medicaid service shortfall which would be paid into the state safety net pool.   Such a ‘meaningful Medicaid participation’ requirement would not be imposed on an ASC if owned by a hospital or part of a joint venture with one--and this in itself could be an incentive for a physician group to decide to partner with a hospital, rather than go it alone. .   

Market or Health System Sustainability

As one of the 6 factors of a Determination of Need,  ‘Relative Merit’ is currently required and as I understand it, primarily tied to looking at a Proposed Project and evaluating its superiority for meeting health care needs for a given ‘patient panel.’  (By definition, this focuses on individuals historically cared for by an Applicant or Holder over the last 36 months.  I think the notion of a community or other population group that is more than just ‘prior patients’ may be a better notion here as well.  Imagine a DON Applicant who now wants to reach out to particularly serve a vulnerable group in a community, a group who was previously poorly served by others or even not served all all—I would not want that held against an applicant who wanted to be more community responsive in this way simply because they had no prior experience with that particular ‘patient panel.’)    

The Relative Merit language also states that it looks at “quality, efficiency, capital and operating costs of alternatives or substitutes”—including non-procedural interventions.  However, I think this section needs another sentence that more or less reads:

“Evaluation of the Proposed Project shall also consider the market or health system sustainability of either the applicant, or of the provider organization that offers an alternative or substitute as well as the attendant impacts flowing from the Proposed Project an any of these provider organizations.”   

What I am trying to get at here is that the PHC,  in its weighing and consideration of factors for deciding on a Proposed Project, may in some important instances need to look hard at the impact on market and health system competition which can flow from a project.  While the traditional market goals of efficiency in the production of goods and services as well as pricing and affordability for purchasers can both be important, such an examination of a Proposed Project should not always be isolated to the short term impacts which flow.   As sometimes, there can be significant downstream effects from a project that are not always immediate, nor are they solely connected to the service line or area of the Proposed Project.

Let me give a hypothetical example.

Assume a large, specialty, tertiary provider, who is high cost and high priced, decides that it wants to expand its current size by adding inpatient beds in a market.  Assume further that in doing so, there is s likelihood that the Proposed Project could take market share away from other providers in that specialty service line in that market area.  (Those other providers may be both general or specialty providers in their own right—but perhaps depend on this particular service line to carry out a teaching, research or patient care mission.  That service line may also provide needed revenues that cross subsidize other important services).  Assume further that if market share is taken away, one or more competing providers could be threatened financially, including their overall viability to remain open at stake.  This could threaten important patient panels or populations that could both lose access as well as the presence of a lower cost provider from the market.  

Seems to me that this potential scenario needs to be contemplated and that the Public Health Council, in its deliberations and consideration of the “Relative Merit’ of a Proposed Project, should be allowed to weigh this issue in its consideration of the DON Application.    In so doing, it could be such an important factor that it leads to a rejection, modification or conditions placed on an application.

While I realize this sort of consideration can feel a bit in the territory of an antitrust concern—I am not really describing that kind of issue.  The market and health system sustainability concerns I am raising here are not tied per se to any specific or even high market concentration level.  I am also not suggesting that whenever a competitor is disadvantaged by a Proposed Project that the PHC should feel an obligation to step in to stop it.  It is just that I worry that this sort of important consideration of how a Project can lead to (over time) significant  access, cost and quality effects on both a service market as well as on a provider/provider system (particularly those who may be safety net providers) should be considered in a DON review. From a policy perspective, there is a real gap here as this sort of consideration tends to fall outside of the purview of both antitrust analysis as well as the factors considered in a Cost and Market Impact Review conducted by the HPC.  So when I read that DON purposes are to “ensure that resources will be made reasonably and equitably available to every person within the Commonwealth at the lowest reasonable aggregate cost… improving health outcomes and advancing goals of cost containment…”, I think that such a Relative Merit consideration tied to market or health system sustainability may be very important in achieving these aims.

I appreciate the opportunity to submit comments about the revised DON draft regulations. 
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