Certificate of Public Need Work Group Minutes

October 27, 2015 
 1:00 p.m. – 4:00 p.m.
General Assembly Building, 
House Room C
915 East Broad Street, 
Richmond, Virginia 23219

In attendance: Virginia Department of Health (VDH) Staff: Erik Bodin, Director of the Office of Licensure and Certification, Peter Boswell, Director of the Certificate of Public Need, Susan Puglisi, Policy Analyst, Joe Hilbert, Director of Governmental and Regulatory Affairs, and Doug Harris, Adjudication Officer, Certificate of Public Need. Work Group Members: Dr. David Trump, Deborah Oswalt, C. Burke King, Dr. Richard Szucs, Dr. J Abbott Byrd, Brian Keefe, Dr. Richard Hamrick, Jill Lobb, Karen Cameron, Dr. William Hazel, Eva Hardy, Mary Mannix, Pamela Sutton-Wallace, Laurie Kuiper, Douglas Suddreth, Carol Armstrong, and Robert Cramer. Non-voting advising member: Jamie Baskerville Martin. Members of the public also attended.

The Chair of the Work Group, Eva Hardy called the meeting to order at 1 p.m. She noted that the meeting was the second to last meeting of the Work Group and wanted to thank to the workgroup for their comments which were sent to Joe Hilbert prior to the meeting. Ms. Hardy also thanked those who have signed up to speak during the public comment period of the meeting. She stated that the purpose of the public comment is for members of the public to present one or two points they feel are critical. She noted the public comment may be repetitive and stated that new points are always very helpful. 

Ms. Hardy then entertained a motion to approve the minutes from the previous meeting. Karen Cameron noted that she had a few corrections to the meeting minutes and presented them. With these corrections the minutes were approved unanimously. 

Then Ms. Hardy opened the floor to public comment. 

Charlotte Tyson from Lewis Gale began public comment by stating that COPN affects the ability the ability to provide treatment to newborn babies. She stated that Lewis Gale has submitted an application for a NICU which has been denied three times on the basis that the application was duplicative of nearby services. Ms. Tyson stated that this causes newborn patients to be transferred 30 minutes away during the "golden hour," which can cause mortality and provided an example. 

Dr. Michael Fabrizio then spoke and stated he wanted to use his time to dispel some COPN myths. First he stated that COPN does not control costs but rather keeps costs high as the law inhibits competitive markets. He then stated another myth is that hospitals need higher fees to cover indigent care. However, Dr. Fabrizio stated that "nonprofit" hospitals do not pay taxes. Finally Dr. Fabrizio stated that COPN discriminates against physician centers. 

Mr. John Duvall from VCU Hospitals commented next. He began by saying medical discovery is not static and noted that Virginia laws and regulations must be able to be amended quickly to introduce new technologies. Mr. Duval charged the Work Group to update the SMFP more frequently and comprehensively and noted when he asked for comprehensive amendments he meant amendments with an eye towards long term consequences. Mr. Duval finished by saying should the COPN program be deregulated institutions of medical education would be put at risk, as other entities will cherry pick profitable services leaving teaching hospitals and other such institutions vulnerable. 

Next, Don Adam provided his remarks. He stated that additional access to emergency medical care is needed across the nation and in Virginia. He argued that COPN does not allow this additional access as it restricts expansion. Dr. Adam stated he would be happy to provide additional information to the Work Group. 

Mr. Jim Dunn from Bon Secours said that he favored comprehensive reform of the COPN program. Then referring to the COPN Work Group Draft Recommendation Document stated that Bon Secours particularly supports Recommendation 2, 5 and 7. 

Mr. Paul Matherne of UVA Health System then spoke stating that there are many reasons to keep COPN in Virginia. One such reason to maintain COPN is for neo-natal care. He stated that outcomes for this type of care are crucial and in order to obtain positive outcomes standardization is needed. He argued that patient volume is necessary for standardization. He finished by saying that COPN protects patients by ensuring that NICU decisions are made with an eye on outcomes rather than money. 

Mr. Alan Matsumoto from UVA Health System spoke stating he favored increased flexibility in COPN. He stated COPN provides access to charity care for patients however he noted that COPN is not well regulated or monitored during the post approval process. He stated healthcare is not a free market and if COPN is eliminated there is no evidence that cost or quality of care will improve. He argued that the COPN process is inflexible and impractical and provided a number of suggested changes for the Work Group to consider. 

Mr. Don Harris from INOVA stated that the recommendations before the Work Group mirror the Joint Commission on Health Care's plan that was presented years ago. He noted, the JCHC's plan was never fully implemented because the goals of the first part of deregulation were never reached. Mr. Harris noted that INOVA supports the process recommendations within the Work Group Recommendation Document but that his organization finds #7 concerning. He stated there is not enough information available about the impact of deregulation on the market. He finished by stating the idea that healthcare is a "free market" is a myth as healthcare is provided regardless of a patient's ability to pay. 

Jamil Khan from Children's Hospital of the King's Daughters spoke in support of COPN. He stated the program helps regionalize highly specialized services such as NICUs. He argued that in highly specialized services the volume of patients affects outcome, in that more volume means better outcomes. He stated that in a recent report the American Academy of Pediatrics touched on the importance of having regionalized care. He finished by noted that a physician's experience comes from a higher volume of patients and more experience means better quality of care for patients. 

Mr. Brent Rawlings from the Virginia Hospital and Healthcare Association (VHHA) stated that the law must remain intact but meaningful reforms must occur.  He noted that VHHA supported the legislation which created the Work Group and that VHHA created its own Work Group which worked concurrently with the COPN Work Group. VHHA's Work Group came up with a set of recommendations that are similar to the COPN Work Group's recommendations. Mr. Rawlings noted that VHHA disagrees with Recommendation #7 within the COPN Work Group Draft Recommendation Document. Mr. Rawlings stated that the services which are being considered within that Recommendation for deregulation would be better suited for expedited review rather than deregulation. VHHA supports Recommendations #1-6 and 8. Mr. Rawlings noted that he and VHHA would like to commend the Work Group on their work. 

Mr. Paul Speidell from Sentara Healthcare added his comments, saying that Virginia's healthcare system is far from perfect. He stated that the healthcare system is broader than COPN, he worried that the Work Group is getting pulled into the trees when the need is to consider the forest. He noted that COPN has been a part of the "forest" for forty years and several policy decisions have "grown up" around it, such as limited reimbursement for indigent care, teaching hospitals and the uninsured. 

Mr. Doug Gray was the last of the public commenters and spoke on behalf of the Virginia Association of Health Plans. He provided a written statement to the Work Group. He stated that it is important to have a process that fosters competition while still keeping the best interests of consumers, payers, and providers in mind. Mr. Gray stated that the health plans agree on reforms to the process and making conditions on COPN certificates more uniform and transparent. Further the health plans also support more oversight of charity care. Mr. Gray noted that some plans favor restricting COPN over several years. Mr. Gray finished by stating that all the health plans oppose Certificate of Public Advantage. 

At this point the Work Group turned to the COPN Work Group Draft Recommendation Document. Mr. Hilbert presented this document. He noted that the recommendations within the document all originated from Work Group members. Secretary Hazel reminded the Work Group that the three options in front of the Work Group are 1) Keep the program as is, 2) Amend the program, or 3) Repeal the program. Secretary Hazel noted that the recommendations in front of the Work Group are related to amending the program and stated that none of these recommendations are set in stone. 

Mr. Hilbert began reviewing the recommendations. Recommendation 1 is that the Code of Virginia should be amended to include a statement of purpose for the COPN program. Mr. Hilbert noted that within the Code COPN does not current have a "goal statement," this recommendation would propose an amendment to the Code to include one. Numerous Work Group members expressed support for a goal statement. Both Karen Cameron and Mary Mannix suggested amendments to the proposed goal statement. Ms. Mannix suggested that the Work Group members provide wordsmithing comments to Mr. Hilbert prior to the next meeting so as move the Work Group's discussion forward.  Ms. Debbie Oswalt stated that a few years ago there was a very deliberate move to remove goal and purpose statements from the Code of Virginia. She suggested that the Work Group investigate whether that is still the current preference. Ms. Hardy stated that although the General Assembly may not include the goal statement within the finalized legislation it is still important for the Work Group should include such a statement so as to inform the General Assembly. Ms. Jamie Baskerville Martin stated that the guiding principles within the COPN regulations should be read and considered in place of the suggested goal statement. 

Mr. Hilbert then presented Recommendation 2 which is that the State Medical Facilities Plan should be reviewed and updated in a timely and rigorous manner. Mr. Hilbert provided a summary of the latest activities of the SMFP task force, noting that a NOIRA was published on June 29th of this year and the public comment period following that action closed on July 31, 2015. Mr. Hilbert noted that the Virginia Department of Health has prepared proposed amendments to the SMFP which have not yet been submitted pending the outcome of the COPN Work Group. Further the SMFP Task Force met on July 29, 2015 to review provisions concerning mental health services. Mr. Hilbert noted that two subcommittees of the Task Force were formed at that they were to meet the very next day. Recommendations to amend the SMFP related to mental health services have not yet been issued. 

Ms. Hardy asked whether the Work Group would like to keep the SMFP in the Virginia Administrative Code or to take it out and make it a Guidance Document. Mr. Hilbert noted that this is Recommendation 2e and that the Office of the Attorney General is currently reviewing issues pertaining to this option, including whether the SMFP is less enforceable if it is not in regulation. Ms. Hardy asked Mr. Hilbert to request that the Attorney General's advice on the matter be provided to the Work Group at least a week before the next meeting of the Work Group. Secretary Hazel asked if the SMFP should be taken outside of the Administrative Process Act process. 

Mr. Hilbert noted recommendation 2d which suggested that the SMFP be integrated into the State Health Improvement plan and be renamed the State Health Services Plan. Debbie Oswalt asked if the State Health Improvement Plan was the plan that Dr. Levine presented to the COPN Work Group and asked how the two would mesh. Mr. Hilbert answered in the affirmative and stated that the idea is just conceptual at this point and cannot answer specific questions but can say that the SMFP would "feed into" the quality of care pillar.  Ms. Karen Cameron asked if any regional or local analysis of need shall be integrated into the State Health Services Plan. Mr. Hilbert noted that the State Health Improvement plan will integrate regional analysis. Secretary Hazel stated he wouldn't suggest integration but alignment. Dr. Richard Hamrick stated that the Work Group needs to know the direction of the COPN program before determining what direction is best for the SMFP. 

Secretary Hazel turned the conversation to Recommendation 2c which stated to require annual review of the SMFP and an update of it every two years. Mr. Hilbert noted that should this recommendation be adopted it would likely require the SMFP be removed from the Virginia Administrative Code as most standard regulatory actions take 18 to 24 months to complete. Ms. Hardy noted that should this be the route the Work Group decides upon there should be a requirement for an extensive public comment process. 
Mr. Hilbert moved on to Recommendation 3 which was the process for submission and review of COPN applications should be streamlined.  Recommendation 3a is that VDH should evaluate the COPN application forms to ensure that only data necessary to the review of an application is required to be submitted and that the forms reflect statutory requirements. The Work Group expressed assent with this recommendation.  Mr. Suddreth noted that the applications can be repetitive as the criteria for consideration was reduced from 21 to 8.  Recommendation 3b is that the Code of Virginia should be amended to require that a COPN be fully complete at the time of submission by the established deadline in order to be considered. A member of the Work Group noted that providers try to game the system using an incomplete application. Jamie Baskerville Martin argued for more refined forms and stated that a reasonable completeness bar is appropriate. She stated it will be ideal to determine a line regarding what is complete but not bar the department obtaining further information should they require it. The Work Group expressed a desire to see new forms and that the recommendation should be wordsmithed. The new recommendation should require an answer to each question and a deadline for added information. Mr. Hilbert noted that VDH would work on this recommendation. 

Mr. Hilbert went on to Recommendation 3c which states SMFP compliance requirements and the role of SMFP in the COPN should be clarified. He explained this recommendation would allow DCOPN to recommend approval of an application, and the Commissioner to authorize a project, that is "in general agreement with" the SMFP, even if not strictly compliant with it. Jamie Baskerville Martin noted that this change would allow compression of the COPN review process and would allow more COPNs to avoid expensive IFFCs. Ms. Mary Mannix noted that if the SMFP is more dynamic and updated more frequently this recommendation would not be as much of an issue. Karen Cameron stated there is caselaw regarding this issue which needs to be reviewed prior to making a decision. Ms. Hardy noted that she believes this recommendation is a bad idea as it would open up the Department to litigation. Dr. Byrd noted agreement with Ms. Hardy. 

Mr. Hilbert moved on to recommendation 3d which is that the requirement for registration of replacement medical equipment should be repealed. Karen Cameron stated that registration of replacement medical equipment is important as it creates tracking and inventory. She stated that if the Department is going to be able to participate in populations based planning the Department will need to know both the resources within the area and the quality of those resources. This prompted Ms. Martin to state that it is necessary for the Department to be notified if the replacement is being "replaced up" or "replaced down." 

Mr. Hilbert then presented Recommendation 3e which states a process should be developed for increased utilization of an expedited review of certain COPN applications. Mr. Hilbert noted that greater use of expedited review would require statutory and regulatory change. Mr. Hilbert noted that expedited review is only currently allowed for any capital expenditure of $15 million or more other than by a general hospital. Mr. Hilbert stated that capital expenditure of $15 million or more would not be made by any other entity other than a general hospital and therefore there is in practice no circumstance which qualifies for expedited review. Secretary Hazel asked for a summary of expedited review. Mr. Erik Bodin provided such an explanation. Mr. Hilbert noted that in Michigan there are: Expedited, Substantive and Comparative review. Mr. Hilbert suggested this could be used as a model for Virginia. Ms. Martin asked how much the Work Group plans on compressing the review period; because if the standard review period is sufficiently compressed an expedited review may not be necessary. Ms. Hardy suggested that the Work Group members provide comments regarding expedited review to Mr. Bodin and Mr. Hilbert. 

Mr. Hilbert then moved on to Recommendation 3f which is that the requirements for public hearing should be reduced, to be required only when: 1) The review is for competing requests; 2) requested by an affected party within 30 days of the application being accepted for review; 3) requested by an elected local government official or member of the Virginia General Assembly, or 4) requested by the State Health Commissioner. Ms. Hardy asked how the public is notified of public hearings. Mr. Bodin noted that the notice of public hearing is published in newspapers. Ms. Cameron noted that this publication is usually in the legal notice section which most individuals do not read. She argued for better notification of the public, suggesting online notification. She further stated that this recommendation removes the public from the public hearing process and that a public hearing should be required if a member of the public requests a public hearing. Mr. Suddreth stated that long term care facilities are required to notify any entity within 45 minutes who provide the same services of their application. He asked what the definition of an affected party is and reaffirmed that both affected parties and members of the public should be allowed to request a public hearing. Mary Mannix stated that there are different methods other than a public hearing for members of the public to submit comments such as a web domain. Ms. Eva Hardy asked if the Department should submit notifications regarding public hearings as newspaper ads and have the applicant pay for it. Secretary Hazel stated that the Work Group members should provide their suggestions and comments and Mr. Hilbert should present this recommendation again next meeting. Secretary Hazel noted that it is clear that there is a consensus that there is no need to have hearings no one is showing up for but perhaps there are better ways to get the public involved. 

Mr. Hilbert moved on to Recommendation 3g which states provisions concerning "Good Cause" petitions should be revised. The Work Group requested an explanation of the "Good Cause" petition from Doug Harris, which Mr. Harris provided. Dr. Hamrick noted that the "Good Cause" petition is part of the checks and balances of the COPN program. 

Mr. Hilbert then presented Recommendation 4 which is that the rules regarding the conditioning of COPNs should be clarified, standardized and enforced. After some discussion Ms. Hardy suggested that the Department should provide a definition for COPN charity conditioning by the next meeting. Mr. Hilbert moved on to Recommendation 4c which would be to codify requirements of the Virginia Department Health Guidance Document concerning compliance with conditions on COPN. Ms. Karen Cameron stated that she does not believe this is necessary and the document should remain guidance so that it remains flexible. Dr. Byrd suggested that the guidance document be put into regulation instead of within the Code. This permits flexibility and enforcement. Mr. C. Burke King stated that charity care should also have a consistent measure; he noted that he believes the current measure is meaningless. Ms. Hardy suggested that the Department combine recommendations 4c and 4d and present the new recommendation to the Work Group at the next meeting. Ms. Hardy asked what the penalty for not complying with the charity care condition would be. Mr. Bodin noted that there are currently penalties for not complying with charity care requirements, with the penalty being $100 per day.   It was noted that, for most COPN holders, paying the fine is less expensive than actually providing the charity care.

Mr. Hilbert then presented Recommendation 5 which is that the transparency of the COPN program to the public should be increased. Pamela Sutton-Wallace stated that public comment could be tied into this recommendation. 

Ms. Hardy noted that at the next meeting Mr. Hilbert and the Department should present these Recommendations be organized in the following manner: 1) those that would require legislation; 2) those that would require budget language; 3) those that would require administrative action/action by the Commissioner. Mr. Hilbert stated he would do so. 

Then Mr. Hilbert moved on to Recommendation 6 which is that the Virginia Department of Health should have adequate resources to administer the COPN Program in a cost-effective manner. Mr. Suddreth stated that the current fees are on the low end. He noted that the current fees are simply not enough to run the program effectively and that the General Assembly must fund the program or it must be self funded through fees. Dr. Byrd asked that the Department of Health provide a recommendation regarding how much these changes would cost to execute. Secretary Hazel stated that putting such a task to the Department is a bit problematic as the Work Group has not told the Department what changes the Work Group will recommend. Ms. Hardy stated that the Department should present ball park figures of the cost of implementing the Recommendations before the Work Group. Secretary Hazel noted that it is the consensus of the Group to provide appropriate funding. Mr. C. Burke King clarified that providing appropriate funding does not necessarily mean increasing fees. 

Mr. Hilbert then presented Recommendation 7 which is the implementation of any new exemptions of certain medical facilities/projects from COPN Requirements should be phased-in and occur within the framework of a specified deregulation plan. Dr. Hamrick stated that all projects determined to be exempt from COPN should be required to report quality assurance standards. Secretary Hazel asked why there should be two different standards. Dr. Hamrick noted that not just newly exempted projects should be required to report quality assurance standards but all projects should. Pamela Sutton-Wallace stated that the devil is in the details, she asked what the quality assurance standards proposed would be and how would they be monitored. 

Ms. Jamie Baskerville Martin noted that the wording of Recommendation 7 is different from the other recommendations. She asked for clarification from Mr. Hilbert as to whether the Recommendation is to tell the General Assembly to consider exempting certain medical facilities/projects or if the Work Group should consider exempting certain medical facilities/projects. Mr. Hilbert clarified that the recommendation is that that the Work Group consider this possibility. 

Regarding Recommendation 7c which is to consider exempting certain medical facilities from COPN "approval" based on SMFP volume and/or geographic criteria while still retaining them within the COPN program. Mr. Hilbert clarified that in lieu of establishing new licensure categories with associated regulations and inspection programs, applicants could submit a COPN application which would be "automatically" approved with conditions. The conditioning would establish charity care and quality assurance standards which would be subject to ongoing compliance monitoring and reporting. Mary Mannix asked would this become "expedited review." Secretary Hazel asked what would fall under this category. Members of the Work Group answered CT, MRI etc. Pamela Sutton Wallace suggested that the list should include services which are needed such as mental health services and noted that the list would change over time. 

Ms. Hardy noted that this is the opportunity to move forward as there have been discussions about scaling back COPN for 30 years, she believes this is the opportunity to move forward cautiously. Mr. C. Burke King stated that he believes that today's conversation is reflective of why the program needs to be scaled back, as the Work Group spent so much of the meeting time discussing process and didn't get to the meat of the issue until the end of the meeting. Mr. King further noted that the panel is polarized on this issue and may not be able to come to consensus. Ms. Mary Mannix stated that the Work Group was charged with reviewing the process. 

Mr. Hilbert reviewed Recommendation 7d which is a two phase deregulations plan. Marry Mannix noted that this recommendation would take the Work Group towards repeal. Ms. Hardy stated that hospital and nursing home beds would remain under COPN. 

Ms. Hardy suggested that each member of the Work Group provide their comments regarding recommendation 7. Ms. Jamie Martin stated that Recommendation 7 is really the meat of the recommendations. Mr. Doug Suddreth stated he did not want to rush though the meat of the Recommendations. Secretary Hazel stated that he did not believe there was enough time for substantive and meaningful comment during the remainder of the meeting. Ms. Hardy agreed and stated that each member of the Work Group needs to provide Mr. Joe Hilbert with their thoughts and opinions regarding all recommendations but especially Recommendation 7 by the next meeting. 

Secretary Hazel noted that there may be a need for 2 more meetings rather than 1. He stated that the Work Group shall keep the November meeting and may add one additional meeting. 

The Work Group adjourned at 4:30. 
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