

COPN Workgroup – Summary of Written Comments
The following is a summary of written comments received in response to the “Framework of Potential Ideas for Recommendations” discussed at the September 28, 2015 Workgroup meeting.  Comments were received from the following Workgroup members:
· Dr. Richard M. Hamrick III
· Mary Mannix, FACHE (Augusta Health)
· Burke King (Anthem Blue Cross and Blue Shield)
· Dr. Abbott Byrd (Virginia Orthopaedic Society)
· Dr. Richard Szucs (Virginia Chapter – American College of Radiology)
· Doug Suddreth – (Virginia Health Care Association)
· Karen Cameron (Virginia Consumer Voices for Healthcare)
· Pamela Sutton-Wallace (University of Virginia Medical Center)
· Jamie B. Martin – COPN Workgroup Advisor (McCandlish Holton)
Comments were also received from the following individuals and organizations:

· Virginia Hospital and Healthcare Association (Brent Rawlings)
· Dr. Kinloch Nelson
· McGuire Woods Consulting (Tyler Bishop)
· M.H.West & Co., Inc. (Marilyn H. West)
· LeadingAge Virginia (Bob Gerndt/Dana Parsons)
· Kemper Consulting (Joel Andrus)

Workgroup Members
Dr. Richard M. Hamrick III

Supports looking at the structure of the SMFP and ways to update and improve it.  However, it is impossible to evaluate any specific proposal or suggestion in isolation.  Whether any of these ideas merits action depends on the overall approach to restructuring the SMFP.  
No objection to changing name of SMFP to “State Health Services Plan.”  However, the Plan, and any amendments to it, should remain a regulation that is part of the Virginia Administrative Code.
  
Any discussion of eliminating services or facilities from the COPN requirements should not be done in isolation.  Instead, such discussion should involve a review of all services currently regulated by the state and detail the justification for retaining the current level of regulation. 
The DCOPN should retain the completeness review.  Rather than eliminating it, a better approach would be to update the application forms so that meaningful information is requested in the application form.  
Improvements to the public hearing requirements should be evaluated.  Public comments can be more cost-effectively submitted in writing.
Support for a proposal to consider revising application fee schedule would depend on how any revised fees would be used.
 Strongly supports a requirement that all documents be submitted electronically through a website that posts documents in real time.  
While it is generally preferable to have decisions made more quickly, supporting greater use of the expedited review process would depend on the specific alternatives being proposed.
To the extent that the current COPN system remains substantively intact, the letter of intent is essential for competitive applications for similar services.  
To the extent that the current COPN system remains substantively unchanged, the ability to extend the timeline for review by the applications should remain as well.  The current process provides an appropriate degree of flexibility.
To the extent that the current COPN system remains substantively unchanged, the current requirements for good cause standing should remain.  
The idea of making sure that providers are approaching the provision of charity care in similar ways may be beneficial to the system as a whole.
Based on the presentations so far to the workgroup, it does not appear that the DCOPN has available resources or expertise to engage in ongoing monitoring of clinical quality.  
Existing inpatient hospitals should be able to add acute and mental health beds and inpatient operating rooms without COPN approval.
Existing inpatient hospitals should be able to add open heart services, provided the facility meets all of the clinical standards for such services, without being subject to objections by competing providers.
COPN regulations pertaining to NICU services should be updated to reflect the advances in the standard of care in treating pre-mature births. A hospital that wants to add a “specialty-level” NICU in order to keep mothers and babies together and to ensure prompt treatment of babies in distress are blocked from adding such services under current regulations if such addition has a “significant” impact on the utilization of competing providers of such services. 
Encourages the workgroup to consider the need to evaluate whether the Northern Virginia Regional Health Planning Agency continues to serve a need in the COPN process.

Mary Mannix, FACHE (Augusta Health)
State Medical Facilities Plan
 
· Enforce Statutory Review Requirements and Amend Statute to Require Review Every Year and Updates Every Two Years to be sure intended policy goals are being met -Board of Health could require the SMFP Task Force to provide status updates.

· Appoint a Third Party to Lead SMFP Task Force -Consideration should be given to having the technical work associated with developing the SMFP completed by a private firm with health planning expertise as is done in Michigan.

· Create a Robust SMFP that is More Objective and Data-Driven-A SMFP with more specific definitions and formulas for determining need, utilization data, and service expansion requirements would help to minimize the amount of discretion required in DCOPN and Hearing Officer recommendations and Commissioner decisions.

Charity Care

· Continue Application of Conditions- To the extent policymakers are concerned that there is inadequate supply of primary care or specialist physicians accepting Medicaid patients, the statute and regulations could be modified to include the ability to condition an application on an agreement by the applicant to participate in Medicaid and accept Medicaid patients.

· Charity Care Reporting Guidelines Should be Revised to be Consistent with Industry
Standards and Practices
· Increase Transparency in Application of Charity Care Conditions

· Improve Monitoring and Enforcement of Conditions

Streamlining COPN Review
· Consider Limiting Need for Public Hearing
· Make Greater Use of Expedited Review

Burke King (Anthem Blue Cross and Blue Shield)

Anthem recommends deregulation of COPN in Virginia in two phases: 

Phase 1 
• MRI 
• CT 
• PET 
• Non-cardiac nuclear imaging 
• Lithotripsy 
• Cardiac catheterization 
• Radiation therapy 
• Gamma knife surgery 
• Ambulatory surgery centers 
• Mental health and substance use disorder facilities 

Phase 2 
• General acute care hospital beds and services 
• Obstetrical services 
• Neonatal special care 

Further, the COPN law should not apply to new medical technologies and advancements.
COPN should remain in place for nursing facilities, organ transplants and open heart surgery.
Charity requirements should be established that apply consistently to all providers who wish to offer services that are no longer subject to COPN approval. The proposed charity care requirement should be based on a consistent fee schedule such as Medicare or the volume of charity services offered. Providers should commit to retain access for patients who receive services under the Medicaid and Medicare programs. 
The Commonwealth must make the commitment to provide the necessary oversight and monitoring of these charity care and government- sponsored program requirements. These resources already exist as the Department of Health staff can be repurposed from their traditional role administering COPN to the oversight of charity care requirements.
Dr. Abbott Byrd (Virginia Orthopaedic Society)
Supports making significant modifications to the current COPN law (Option 2) that will benefit Virginia patients and result in better health outcomes.

Recommendations should combine changes in the current application process, as well as relaxing the COPN laws on certain services.

Quality issue may be addressed by requiring any relaxed service to adhere to national parameters on utilization rates, as well as the quality of the equipment and services provided.

If COPN protected services were released from the COPN requirement, sufficient indigent care could be assured by coupling those services with an indigent care requirement.

Imaging services (CT scanners and MRIs), as well as ambulatory surgery centers, should not require a COPN.  Quality data on these services is readily available. Providers could easily be required to comply with an indigent care requirement.




Dr. Richard Szucs (Virginia Chapter – American College of Radiology)

If COPN is reformed or eliminated with regard to imaging there are certain things that must be addressed:

Maintenance of quality must be ensured. The quality of the imaging equipment can be maintained through requirements for licensure and inspection. The quality of performance of examinations can be addressed by requiring accreditation of facilities (ACR accreditation or equivalent). The quality of interpretation of exams can also be addressed through accreditation or credentialing of providers.

There needs to be a mechanism to prevent increased utilization that does not improve patient and
population health outcomes. There are existing programs to do this such as ACR Select from Clinical Decision Support.

Finally, there must be adequate access for charity patients and requirements for equitable participation in provision of charity care with monitoring and oversight

Doug Suddreth – Virginia Health Care Association

Retain COPN for nursing facilities.  
Eliminate the requirement to obtain a COPN for relocation or replacement of medical care facilities within the same primary service area.  
Revise COPN application forms to reflect the current statutory requirements 
Eliminate extended, time-consuming completeness reviews in the COPN process.  
Eliminate the public hearing requirement if the review is not competitive or if no request for a public hearing is received by the Department from an affected party within 30 days of the application being accepted for review.  
If there is no competitive review, IFFC, or public hearing required, expedite COPN decision timeline to 120 days.  
Ensure that the Department tracks compliance with all conditions placed on COPNs by the Commissioner.  
The fee schedule required for COPN applications should reflect the complexity of the reviewable project.  


Karen Cameron (Virginia Consumer Voices for Healthcare)
Ensuring Access to Care for Low Income/Uninsured Persons
· Any deregulation of services should have a requirement that all providers of those services do their fair share of indigent/charity care.
Incorporation of a Population Health Basis to State Health Planning & COPN

· Virginia needs to move aggressively to incorporate population health into a state health plan and identified health care resources should emanate from that plan, rather than a state medical facilities plan.
· VHI patient level database should be used to make decisions about population health needs and the appropriate placement of regulated facilities and services.
· VDH current staffing level devoted to development and regular update of a state health plan, use of population-based planning, and rigorous charity care compliance monitoring and enforcement is very low.
Improve Transparency
· VDH COPN program should publish COPN applications and related documents (e.g. staff analyses/evaluations, adjudication officer reports, case decisions, charity care reports) on-line.
· Virginia may want to change its regulations/practices such that applicants would not be able to submit additional information or make changes once the completeness review was complete and the application was accepted.
Encourage Public Involvement
· Mechanisms for consumer participation need to be incorporated should COPN be maintained and in order for effective population based health planning.
· Support for regional agencies should be provided.
Coverage Changes
· Eliminate COPN coverage of lithotripsy services. 
· Eliminate COPN coverage of brachytherapy and stereotactic radiosurgery services. Both of these services are forms of radiation therapy. There is no need to regulate them as distinct separate services.
· COPN regulation of cyberknives/gammaknives should be retained.
· The ratio of nursing home beds to domiciliary care beds in continuing care retirement communities should be changed to 10% (reduced from the current 20%).
COPN Fees
· Virginia’s COPN filing fees are low compared with states regulating similar services. Fees should be raised to a level comparable to those of neighboring jurisdictions to help adequately fund program needs.
Pamela Sutton-Wallace (University of Virginia Medical Center)
Strongly opposed to elimination of COPN, but program needs meaningful reform.
Updating the State Medical Facilities Plan 
· The SMFP Task Force should be reconvened to consider how the SMFP might be restructured, updated and otherwise revised.
· Once reconvened, the Task Force should re-examine the structure and content of the SMFP to determine how the document might function better as a health planning tool.
· An SMFP with more specific definitions and formulae for determining need, and one that relies upon verifiable, well-sourced utilization data, would help to increase transparency.
· Enabling the Board of Health to approve and re-issue the SMFP as a non-regulatory form would simplify the current review process.
Exemptions for Certain Facilities and Projects
· Any deregulation must be considered in the overall context of health planning.
Improvements to Application Processing
COPN program should increase availability of online information through a dedicated portal maintained by VDH.
· Eliminate public hearings – Instead of conducting hearings DCOPN should post public notice online through a dedicated portal or through existing electronic notice boards used by the Commonwealth, and solicit public comments in writing.
· Consider revising the application fee schedule, and consider whether the current fees are adequate to cover program costs
· All applications should have “expedited reviews” – Ideally, all review could be expedited if public hearings were eliminated and review cycles were shortened.  In the absence of such widespread reforms, expedited review could be made available to additional categories of products such as lithotripsy, substance abuse treatment services, intermediate care facility/mental retardation services, and nuclear medicine.

Revisions to COPN Conditioning
· Clear definition of charity care is needed.  Definition should focus upon a patient’s ability to pay for services at the time they are provided, and should not include bad debt or contractual allowances.
· More transparent methodology for setting charity care conditions is needed.  One approach might be to require the COPN applicant to provide the same level of Medicaid service as the average for some defined area such as the planning district.  If the Certificate holder fails to meet that condition, it would be required to make a financial payment to a health care organization or “the state indigent care fund.”
Post COPN-Approval and Monitoring
· There is clearly a need for better monitoring of compliance with charity care conditions.
· There is currently no mechanism in place to monitor how approve services are actually being delivered.  Other states (e.g., Michigan) require annual reports from their providers on volumes and outcomes of certain services as a condition of continued authorization to continue providing those services.
Promote Greater Transparency
· DCOPN must make information much more readily available to stakeholders and the public.  Thoughtful implementation of information technology systems would be a tremendous step in the right direction.
· DCOPN needs improved access to data sources so that it has current, reliable information it needs to assist the Commissioner in making fair, impartial decisions.
Jamie B. Martin – COPN Workgroup Advisor (McCandlish Holton)
Establish more regular and rigorous reviews/revisions of the State Medical Facilities Plan (“SMFP”).


· Update and implement the SMFP as a non-regulatory health planning document, to include:  

a) Comprehensive review of services and facilities to be regulated (for example, exclude brachytherapy services, and perhaps lithotripsy, from the definition of a reviewable project).

b) Revision of standards for services to be regulated so they more accurately reflect public need and care delivery models.  For example, the psychiatric/substance abuse beds for adult and pediatric patients are currently combined, even though those populations’ needs can be different and are often served differently.  As another example, the diagnostic imaging SMFP provisions do not clearly apply to some of the models by which diagnostic imaging services are provided.   

c) Clarification of standards for neonatal special care services.  The current standards reference utilization at certain levels, but bassinets can be added without COPN authorization, so the levels are meaningless.

d) Incorporating the State Health Commissioner’s (the “Commissioner’s”) SMFP interpretations in case decisions (such as what types of projects qualify as “expansions” rather than “new” projects). 

e) Providing for regular and rigorous reviews and revisions by the SMFP Task Force and establishing the composition of that Task Force.

Clarify SMFP compliance requirements and the role of the SMFP in COPN decisions. 
	
· The role of the SMFP in COPN decisions should be clarified to 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.  Suggestions include:

a) Clarifying that strict compliance with the SMFP is not required for approval of an application and that DCOPN has the ability to recommend approval of an application that does not strictly comply with the SMFP.  

b) Granting the Commissioner the authority to approve COPN applications based on additional unique factors not reflected in the SMFP (for example, the travel burdens within a particular community) and clarifying that DCOPN’s recommendation may likewise reflect such factors.

Delineate balanced competitive considerations relevant to the determination of a public need for health care services and facilities.

· Implement balanced competitive considerations relevant to the determination of a public need for a project, to include:

a) Distribution of existing facilities and services within a planning district. 

b) Promotion of new technologies and innovative and more efficient ways of delivering health care services. 

c) Potential for lowering costs and charges.

d) The relationship of a project to other service lines and facilities of a provider or to its role as a “safety net” or specialized provider.

e) Quality improvements. 

Improve the transparency of letter of intent (“LOI”) activity.

· Implement a real-time automated/electronic tracking and posting mechanism for LOI filings to make LOIs available to the public as soon as they are received.  

Improve the transparency of the COPN process and COPN activity. 

· Create an online library where all relevant COPN information and documents are posted and easily available to the public.  Relevant information includes: 

a) COPN review documents and information, including applications, completeness responses, public hearing scheduling information, staff reports, commentary from opponents and interested parties, good cause petitions, and Commissioner’s decisions.

b) Extension and significant change requests and decisions.

c) Applicability determinations.

d) Updated capital expenditure thresholds for registration and COPN authorization. 

Improve collection and availability of data. 

· Improve and standardize the collection of COPN-relevant data and the availability of such data by:  

a) Requiring all licensed and COPN-authorized facilities and services to report utilization. 

b) Clarifying rules for reporting utilization of operating rooms and procedure rooms. 

c) Expediting publication of VHI reports. 

d) Maintaining an accessible inventory of all COPN-authorized (operational and not yet operational) providers/beds/units for all COPN-reviewable services.  

Clarify good cause petition filing timelines and thresholds.

a) Consider allowing the filing of good cause petitions only if there is a substantial material mistake of fact or law in either the DCOPN or regional agency staff report. 

b) Clarify the good cause petition filing timeline.  The statutory and regulatory guidance should be consistent to enhance predictability of the COPN process.  

c) Consider implementing a filing fee, perhaps equal to the minimum application fee.

Revise COPN forms to enhance efficiency and effectiveness of the COPN review.

a) Update existing application forms to better suit the various types of projects.

b) Reconsider the information needed for the review of projects (for example, certain required submissions, such as a hospital’s entire medical staff or a physician group’s staffing, which can be difficult to produce yet seem to have little relevance to a review).

c) Implementing additional forms to standardize the process (for example, a letter of intent form). 

Consider options for reducing the length of the review cycle.

· Consider condensing the COPN review cycle to enhance efficiency of the process by: 

a) Setting minimum acceptability thresholds for application submittal, thereby reducing the burden on DCOPN staff to ask for materials, and potentially reducing the time between the application deadline and the completeness response deadline.

b) Condensing the staff review period.  Currently, the DCOPN staff report is due 75 days after the due date for completeness responses.  Such reduction would be more achievable if initial application submittals were more complete.

c) To the extent that reducing the review cycle length (or, as suggested above, implementing a more rigorous SMFP review process) imposes additional staffing costs on VDH, considering raising application fees.  Fees have not been raised for more than 20 years.  

Standardize and clarify rules regarding COPN conditions.

· Simplify and clarify rules regarding COPN conditions by:

a) Standardizing charity care requirements across the Commonwealth.

b) Establishing uniform guidelines for system-wide conditions and policies for implementation of a new condition on a service line.  

c) Expanding guidance on compliance with charity care conditions, documentation of compliance, and permissible plans of correction. 

d) Exempting Disproportionate Share Hospitals (“DSHs”) from charity care requirements. 

e) Authorizing other, project-specific conditions on COPNs.

Formalize the process for COPN applicability determinations. 

a) Clearly define the process for requests for applicability determinations and turn-around time frames. 

b) As noted above, include applicability determinations among resources available online.

Non Workgroup Members
Virginia Hospital and Healthcare Association (Brent Rawlings)
Does not recommend any additional medical facility or project exemptions to COPN requirements
Streamline Process
· Eliminate public hearing with limited exceptions
· Expand use of expedited review
· Further consolidate eight statutory considerations

Modernize SMFP
· Revise and update SMFP to make it more robust, objective, and data-driven
· Integrate SMFP with population health initiatives
Improve Transparency
· Digitize all COPN filings and records and make available online in real-time
· Update application forms to reflect current information needs
Improve Accountability
· Enforce statutory SMFP review requirements
· Amend statute to require SMFP review every year and updates every two years
· Appoint third party to lead SMFP Task Force
· Improve monitoring and enforcement of charity care conditions
Improve Uniformity
· Develop mechanisms to bolster local input and region-specific analysis in COPN review

Ensure Adequate Funding for Program
· Consider whether application fees are sufficient to meet program needs
· Assess funding required to implement process improvements such as real-time online access to COPN records, improvements and timely updates to the SMFP, and more timely and accurate information for COPN review
Reinforce COPN charity care conditions
Reinforce COPN provisions related to Medical Education
McGuire Woods Consulting (Tyler Bishop)
Virginia’s COPN process should not be held as sacred – it is in need of streamlining 
· The current COPN process takes too long, is not efficient and is unpredictable.
· Notwithstanding the requirement that the plan be reviewed every four years, the
· current review process is less than thorough.
· The SMFP regulations governing neonatal intensive care services (NICU) have not been substantially updated in 20 years.

COPN reform can be accomplished without reducing charity care delivery
· If COPN regulations are relaxed, charity care conditions can be written into statute and required for those services subject to fewer or no COPN regulations.

Providers should be allowed flexibility to add or expand some services without permission from the state
· Protection of patient volume by incumbent providers should not be the primary factor in determining whether to allow a new entrant to provide the same service in the immediate service area.
· A provider is not going to invest in offering a new service without meeting all the applicable clinical and licensing standards. To do otherwise, would open the provider to being sued for negligence – a risk the provider will do everything it reasonably can to minimize.
· A provider is not going to invest millions of dollars in a facility or a service without confidence the market demand supports the investment.

Dr. Kinloch Nelson
Remove the COPN regulations from all licensed hospitals
Licensed outpatient hospitals “have an obligation to treat all comers and to provide a level of indigent care. If they do not meet the level of indigent care then they pay into the indigent care fund which is available to in-patient hospitals.”
 Most ambulatory surgery centers and endoscopic suites and imaging centers are unlicensed and cannot and do not provide care to Medicare or Medicaid patients.  This has allowed them to evade the COPN and avoid contributing to the indigent care fund as well as denying care to the needy. 
M.H.West & Co., Inc. (Marilyn H. West)

· The applications for COPN require overhauling and better aligned with what the review criteria are.
· The SMFP just does not reflect what is occurring in the healthcare industry at the present time.
· The comment made about using the COPN process to help fulfill the State Health Commissioner's vision of healthcare of the future seemed to be right on target. 
· Additional administrative hearing officers and staff are needed to evaluate  applications subject to review.  
· Not sure that the batching process works well for applicants as long as decisions on projects are delayed and applications for most projects now can only be filed every six months with the exception of nursing home beds which are governed by the RFA process or provisions that allow for nursing home beds to be developed in CCRCs. Significant changes to existing approved projects can be filed at any time. 
· If a decision is made to eliminate COPN, it should be eliminated in phases. 
LeadingAge Virginia (Bob Gerndt/Dana Parsons)
Supports the COPN law remaining intact, but believes the process could be significantly streamlined:
· Update the State Medical Facilities Plan (SMFP) as required by law every two years.
· Modernize the SMFP to reflect the changing health care environment and the shift to more integrated care.
· Eliminate unnecessary steps in the COPN review process, such as holding public hearings, and consider more effective ways of obtaining public input. In lieu of hearings, consider developing a public comment timeframe where interested parties could submit written comments to VDH, COPN Division. VDH could then have the discretion to hold a public hearing if the comments warranted such action.
· Consider implementing a flexible interpretation as to when an Informal Fact-Finding Conference (IFFC) is necessary. As a result, the Department may find that an IFFC is not needed in certain cases.
· Increase transparency of the COPN process by making all filings available on-line.
Kemper Consulting (Joel Andrus)
The COPN Taskforce should consider recommending to the General Assembly removing the preference given to CCRCs to establish or expand nursing home beds, except for their residents.  This action would create a more level playing field between CCRCs and traditional nursing homes.
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