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Certificate of Public Need (COPN) Workgroup – Draft Recommendations with Policy Options 
Reforming Virginia’s COPN Program
October 27, 2015
Recommendation 1:  The Code of Virginia should be amended to include a Statement of Purpose for the COPN Program
	Policy Options
	Related Information

	1a.A statement of purpose should be established that reflects the components of the Institute for Healthcare Improvement’s Triple Aim (patient experience of care, population health and cost)
	When the COPN statute was first enacted in 1973, it contained a statement of purpose.  The statement of purpose was repealed in 1979 as part of a re-codification of the statute.  The statement of purpose said, in part, “The purpose of this chapter is to promote comprehensive health planning in order to help meet the health needs of the public; to assist in promoting the highest quality of health care at the lowest possible cost; to avoid unnecessary  duplication by ensuring that only those medical care facilities which are needed will be constructed; and to provide an orderly administrative procedure for resolving questions concerning the necessity of construction or modification of medical care facilities.”

The IHI Triple Aim is a framework developed by the Institute for Healthcare Improvement that describes an approach to optimizing health system performance. It is IHI’s belief that new designs must be developed to simultaneously pursue three dimensions, which we call the “Triple Aim”:
· Improving the patient experience of care (including quality and satisfaction);
· Improving the health of all people in Virginia; and
· Reducing the per capita cost of health care.



Recommendation 2:  The State Medical Facilities Plan (SMFP) should be reviewed and updated in a timely and rigorous manner
	Policy Options
	Related Information

	2a. The SMFP task force should be convened to review SMFP and propose restructuring of plan, consider additional criteria, and recommend other changes.

	The SMFP has not been updated since 2009.  A Notice of Intended Regulatory Action (NOIRA) was published on June 29, 2015 to implement recommendation issued by the  SMFP Task Force on October 30, 2013.  The public comment period for the NOIRA ended on July 31, 2015.  No comments were received.  VDH has prepared draft amendments to the SMFP (12VAC5-230), which have not yet been submitted pending finalization of the COPN Workgroup’s recommendations.

The SMFP Task Force last met on July 29, 2015 to review provisions concerning mental health services.  Two subcommittees were established, one for need methodology and one for travel time criteria.  The subcommittees will meet on October 28, 2015.  Recommendations have not yet been issued.


	2b. The Virginia Department of Health (VDH) should determine the type and amount of any additional required resources necessary to comply with statutory requirements for review and update of the SMFP.
	This could include consideration to having the technical work associated with developing the SMFP completed by a private firm with health planning expertise.

DCOPN staffing level decreased from 7 FTE in FY2010 to 5 FTE in FY2015.

This could result in a budget amendment request

	
2c. Amend the Code of Virginia to require annual review of the SMFP and an update of the SMFP every 2 years
	This would require legislation.

This would also likely require the SMFP to be removed from the Virginia Administrative Code, as most standard regulatory actions take 18 to 24 months to complete.

	2d. The SMFP should be integrated with State Health Improvement Plan and be renamed the State Health Services Plan.
	State Health Improvement Plan – which a focus of improving population health – is currently under development by VDH, expected to be completed by end of 2015. The Code of Virginia authorizes but does not require development of a State Health Plan.  VDH has not developed or published such a plan in many years. The State Health Improvement Plan would be responsive to this statutory authority.
§ 32.1-122.03. State Health Plan.
A. The Board may develop, and revise as it deems necessary, the State Health Plan with the support of the Department and the assistance of the regional health planning agencies. Following review and comment by interested parties, including appropriate state agencies, the Board may develop and approve the State Health Plan. The State Health Plan shall be developed in accordance with components and methodologies that take into account special needs or circumstances of local areas. The Plan shall reflect data and analyses provided by the regional health planning agencies and include regional differences where appropriate. The Board, in preparation of the State Health Plan and to avoid unnecessary duplication, may consider and utilize all relevant and formally adopted plans of agencies, councils, and boards of the Commonwealth.
B. In order to develop and approve the State Health Plan, the Board may conduct such studies as may be necessary of critical health issues as identified by the Governor, General Assembly, Secretary or by the Board. Such studies may include, but not be limited to: (i) collection of data and statistics; (ii) analyses of information with subsequent recommendations for policy development, decision making and implementation; and (iii) analyses and evaluation of alternative health planning proposals and initiatives.

	2e. The SMFP should be removed from the Virginia Administrative Code (12VAC5-230).

	Would require regulatory action.

State regulatory process can be an obstacle to timely updates to the SMFP following completion of review by SMFP Task Force

Office of Attorney General currently reviewing issues pertaining to this option, including whether SMFP  is less enforceable if it is not in regulation


	2f. The Board of Health should approve and re-issue the SMFP in a non-regulatory format as the “planning document adopted by the Board of Health.” 

	§32.1-102.1.  "State Medical Facilities Plan" means the planning document adopted by the Board of Health which shall include, but not be limited to, (i) methodologies for projecting need for medical care facility beds and services; (ii) statistical information on the availability of medical care facilities and services; and (iii) procedures, criteria and standards for review of applications for projects for medical care facilities and services.

	2g. The Code of Virginia should be amended to establish statutory requirements for the process by which the SMFP is reviewed and updated
	Would require legislation

	2h. The State Health Commissioner should assess the current organization and composition of the SMFP Task Force and make recommendations to the State Board of Health if any changes in the organization, composition or manner of appointment are deemed advisable.  The assessment should also address any need for a defined quorum for meetings of the SMFP Task Force.
	Changes to the organization, composition or manner of appointment of the SMFP Task Force would require legislation
§ 32.1-102.2:1. State Medical Facilities Plan; task force.  The Board shall appoint and convene a task force of no fewer than 15 individuals to meet at least once every two years. The task force shall consist of representatives from the Department and the Division of Certificate of Public Need, representatives of regional health planning agencies, representatives of the health care provider community, representatives of the academic medical community, experts in advanced medical technology, and health insurers. The task force shall complete a review of the State Medical Facilities Plan updating or validating existing criteria in the State Medical Facilities Plan at least every four years.


	Others?
	



Recommendation 3:  The process for submission and review of COPN applications should be streamlined  
	Policy Options
	Related Information

	3a. VDH should evaluate 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.  VDH should make all necessary revisions to the forms.
	This could also include update existing application forms to better suit the various types of projects.



	3b. The Code of Virginia should be amended to require that a COPN application be fully complete at the time of submission by the established deadline in order to be considered

	The Division of COPN experiences the submission of substantially incomplete applications, even blank forms with just a title page and signature page completed.

Section 32.1-102.6 requires VDH to notify an applicant if the application is not complete, and the information needed to complete the application.

This would require a clear definition of what constitutes a “submitted application.”  This could also involve 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.

Legislation would be required

	3c. SMFP compliance requirements and the role of SMFP in COPN should be clarified
	The role of the SMFP in COPN decisions could 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.  

	3d. The requirement for registration of replacement medical equipment should be repealed.
	This requirement is found at §32.1-102.1:1 of the Code of Virginia.  The only reason for registration is that so DCOPN can determine if the replacement costs exceed the capital threshold requiring a new COPN.  Given the current amount of the capital threshold (@$18 million), this never occurs.

	3e. A process should be developed for increased utilization of expedited review of certain COPN applications 
	Greater use of expedited review would require statutory and regulatory change.  Expedited review is currently authorized only for review of Projects as defined in 32.1-102.1 (8)

32.1-102.2 A (6). Shall establish an expedited application and review process for any certificate for projects reviewable pursuant to subdivision 8 of the definition of "project" in § 32.1-102.1. Regulations establishing the expedited application and review procedure shall include provisions for notice and opportunity for public comment on the application for a certificate, and criteria pursuant to which an application that would normally undergo the review process would instead undergo the full certificate of public need review process set forth in § 32.1-102.6.

32.102.1(8). Any capital expenditure of $15 million or more, not defined as reviewable in subdivisions 1 through 7 of this definition, by or on behalf of a medical care facility other than a general hospital. Capital expenditures of $5 million or more by a general hospital and capital expenditures between $5 and $15 million by a medical care facility other than a general hospital shall be registered with the Commissioner pursuant to regulations developed by the Board. The amounts specified in this subdivision shall be revised effective July 1, 2008, and annually thereafter to reflect inflation using appropriate measures incorporating construction costs and medical inflation. Nothing in this subdivision shall be construed to modify or eliminate the reviewability of any project described in subdivisions 1 through 7 of this definition when undertaken by or on behalf of a general hospital.

Any revision to the statute should retain the option and criteria for determining when and expedited review transitions to a full review.

One workgroup member has suggested that 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.


	3f. Requirements for public hearings should be reduced, to be required only when:
1. The review is for competing requests,
1. Requested by an affected party within 30 days of the application being accepted for review,
1. Requested by an elected local government official or member of the Virginia General Assembly, or
1. Requested by the State Health Commissioner


	For many of the public hearings the only attendees are DCOPN and the applicant.  There is a cost (money and time, both for VDH and the applicant) in advertising and holding the public hearing, but it is an important part of the process so it should not be entirely eliminated.  

The opportunity to submit written comments has always existed.  Written comments can be accepted any time up to when the decision is made.

This would require legislation

	
3g. Provisions concerning “Good Cause” petitions should be revised to:
a) Allow the filing of a petition only if there is an allegation of  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; and 

c) Implement a filing fee

	A showing of “good cause” currently requires that (i) there is significant relevant information not previously presented at and not available at the time of the public hearing, (ii) there have been significant changes in factors or circumstances relating to the application subsequent to the public hearing, or (iii) there is a substantial material mistake of fact or law in the Department staff's report on the application or in the report submitted by the health planning agency.

The COPN statute requires that a petition for good cause be filed “on or before the eightieth calendar day following the day which begins the appropriate batch review cycle.”  However, the COPN regulation states that a petition for good cause shall be filed “no later than four days after the department has completed its review and recommendation of an application and has transmitted the same to the applicants and to persons who have prior to the issuance of the report requested a copy in writing.”  The dates can vary by several days depending on whether the statutory or regulatory deadline is used, adding uncertainty to the process.  

The legal analyses and document review involved in a good cause determination by the VDH Adjudication Office often requires more time than the review of the underlying application.



	Others?
	



Recommendation 4:  Rules regarding the conditioning of COPNs should be clarified, standardized and enforced
	Policy Options
	Related Information

	4a. Charity care requirements across the Commonwealth should be standardized.





	VDH Definitions for COPN Charity Care Conditioning:
“Charity care” means health care services delivered for which it was determined at the time of service provision that no payment was expected. 
Indigent means any person whose gross annual family income is equal to or less than 200 percent of the Federal Non-Farm Poverty Level as published for the then current year in the Code of Federal Regulations. This equates to individuals whose household income is at income levels A through E as defined in the Virginia Administrative Code at 12 VAC5-200-10. 
Indigent Care means health care services delivered as charity care to patients who are indigent.
VHI Definitions for Required Reporting by Inpatient Hospitals and Outpatient Surgical Hospitals:
Charity care - Total established full charges for services to indigent patients at 100%, between 100% and 200% and in excess of 200% of the federal non-farm poverty level as well as any charity care for which partial payment is received. Charity care expense is reduced by the amount of disproportionate share allocated to state teaching hospitals (currently UVA and VCU).”

Charity care at 100% of the poverty level - care for which no payment is received and that is provided to any person whose gross annual family income is equal to or less than100% of the federal non-farm poverty level as published for the then current year in the Code of Federal Regulations. 

Charity Care for which partial payment is received - persons who qualify for discounted payments in accordance with the hospital’s or health system’s charity care policy. This category may include persons who are uninsured or insured. It may also include persons at 100%, at 200% or over 200% of the FPL for which partial payment is received OR who qualify for discounted payments due to the hospital or health system’s policy regarding medically indigent or catastrophic cases. 

Questions concerning whether and how bad debt and contractual allowances should be incorporated into the definition of charity care may also need to be addressed.


	4b. Expand guidance on compliance with charity care conditions, documentation of compliance, and permissible plans of correction should be expanded.
	

	4c. The Code of Virginia should be amended to codify requirements of VDH Guidance Document concerning Compliance with Conditions on Certificate of Public Need
	

	4d. VDH should assess the capacity the Division of Certificate of Public Need (DCOPN) to monitor compliance with conditions imposed on COPNs. Based on that assessment, VDH should determine if additional resources are needed to support administration of this function
	This could result in a budget amendment request.

	4e. The authority of the State Health Commissioner to impose conditions should be expanded
	This could include authority to condition for services agreeing to reach nationally-recognized standards of care, or for agreeing to achieve specified objectives related to population health-consistent with the State Health Improvement Plan.  Penalties for non-compliance (e.g., revocation of the COPN) would need to be addressed.

Would require legislation.

§ 32.1-102.4.F. The Commissioner may condition, pursuant to the regulations of the Board, the approval of a certificate (i) upon the agreement of the applicant to provide a level of care at a reduced rate to indigents or accept patients requiring specialized care or (ii) upon the agreement of the applicant to facilitate the development and operation of primary medical care services in designated medically underserved areas of the applicant's service area.

	Others?
	



Recommendation 5:  Transparency of the COPN program to the public should be increased
	Policy Options
	Related Information

	5a. A real-time automated/electronic tracking and posting mechanism for Letter of Intent (LOI) filings should be implemented to make LOIs available to the public as soon as they are received.  

	

	5b. An online library should be created where all relevant COPN information and documents are posted and easily available to the public.  
	This could include 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.  It could also include: extension and significant change requests and decisions; applicability determinations; and updated capital expenditure thresholds for registration and COPN authorization. 

	
5c. Improve and standardize the collection of COPN-relevant data and the availability of such data by:  
a) Clarifying rules for reporting utilization of operating rooms and procedure rooms. 

b) Expediting publication of VHI reports. 

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

	Currently, utilization data reporting requirements are not clear and the availability of reports is significantly delayed.  For example, the prior year’s utilization is available from Virginia Health Information (“VHI”) in November of the following year.  That time lag means that a diagnostic imaging application reviewed in early 2016 will rely on 2014 data.  
This would require coordination with VHI  
12-VAC5-216. Methodology to Measure Efficiency and Productivity of Health Care Institutions
Section 20. Filing.  Each health care institution…will submit an annual historical performance filing as prescribed in § 32.1-276.7 of the Code of Virginia…[which] will be used to collect audited financial information and other information for all of the categories listed in 12VAC5-216-40. It will provide the basis for the evaluation by the board. The annual historical performance filing shall be received by the board within 120 days after the close of the health care institution's fiscal year. (VHI policies allow facilities to request a single 30-day extension or, if the facility has an LTCU, a single 45-day extension for the filing due date.)
Section 30. Eliminates duplication in reporting

Additionally, while need analyses rely on approved (not just operational) inventory, there is no easily accessible, current list of all approved inventory.  Researching and updating data is time-consuming for both applicants and VDH.



	5d. VDH should assess the cost of implementing 1) a real-time automated/electronic tracking and posting mechanism for LOI filings, 2) creating an online library of all relevant COPN applications and documents, and 3) maintaining an accessible inventory of all COPN authorized providers/beds/units. Based on that assessment, VDH should determine if additional resources are needed to fund the cost of implementation.
	This could require a budget amendment request.

	Others?
	



Recommendation 6: The Virginia Department of Health should have adequate resources to administer the COPN Program in cost-effective manner
	Policy Options
	Related Information

	
	

	6a. VDH should assess the amount of funding required to administer the statutory and regulatory requirements of the COPN program in a cost-effective manner.  This assessment should take into account the need for timely and rigorous updates of the SMFP, monitoring of compliance with COPN conditions, and use of technology to support the submission and processing of applications.  Based on that assessment, VDH should determine if additional resources are needed for cost-effective administration of the program.
	The VDH Division of COPN is funded solely by revenue from application fees.  COPN fees are specified in statute and are set at 1% of the value of the project, with a minimum fee of  $1,000 and a maximum fee of $20,000.
FY2010 funding - $883,041, FY2015 Funding $772,490
COPN application fees have not been increased since 1996.
Fee-based funding varies year-to-year based on the number and types of projects.
There are no general funds authorized or appropriated for the COPN program.

This could require a budget amendment request.


	6b. VDH should develop appropriate metrics to evaluate the utility, impact and effectiveness of the COPN program.
	

	6c. Increase COPN application fees in order to provide additional funding to support cost effective administration of the program.

	North Carolina, Tennessee, Kentucky and West Virginia all have higher maximum application fees than Virginia.
Legislation would be required to change the amount of application fees.

	Others?
	



Recommendation 7: 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
	Policy Option
	Related Information

	
	

	7a. Providers of services that are no longer required to obtain a COPN should be required to provide a specified level of charity care.
	Legislation would be required. 

This would require development of calculation methodologies, as well as accountability, compliance and monitoring mechanisms (e.g., to ensure due process, opportunity for Informal Fact Finding Conference, and opportunity for plan of correction.)   Penalties for non-compliance would also need to be addressed.

“Charity Care” should be defined in statute or regulation.

The  COPN three-phase deregulation plan developed by the Joint Commission on Health Care (JCHC) in 2001 required that providers of newly deregulated services: (i) accept all patients regardless of ability to pay, and(ii) participate in Medicaid and FAMIS. In addition, the JCHC Plan included design either a revised or new Indigent Health Care Trust Fund (IHCTF) to incorporate providers of newly deregulated services.  However, the JCHC plan was never implemented and the IHCTF was subsequently eliminated in 2009.

The JCHC plan also recognized the need specify a minimum set of standards for reporting and valuing qualified charity care costs. 

For certain types of facilities and services, but not all, VDH could monitor for compliance as part of a federal certification or state licensure survey. VDH would need to assess the type and amount of additional resources needed to administer any new monitoring or licensure requirement.  

A budget amendment request could be required.


	7b. Providers of services that are no longer required to obtain a COPN should be required to comply with quality assurance standards.
	This would require development of accountability, compliance and monitoring mechanisms.  Legislation would be required.  

The JCHC deregulation plan included several requirements intended to assure quality.  These included provisions regarding licensure of newly-deregulated services and data reporting by providers of newly-deregulated services.  Licensing programs were to be modeled on established, nationally-recognized accreditation programs; and would also allow for a “deemed-status” option.  Licensure programs for highly complex services would include a process to assess the ability of service providers to meet minimum volume levels sufficient to provide quality care.

For certain types of facilities and services, but not all, VDH could monitor for compliance as part of a federal certification or state licensure survey. VDH would need to assess the type and amount of additional resources needed to administer any new monitoring or licensure requirement.  

A budget amendment request could be required.


	7c. Consider exempting certain medical facilities/projects from COPN “approval” based on SMFP volume and/or geographic criteria while still retaining them in the COPN program
	In lieu of establishing new licensure categories with associated regulations and inspection programs, applicants could submit a COPN application that would be “automatically” approved with conditions. Conditioning would establish the charity care and quality assurance standards, which would be subject to ongoing compliance monitoring and reporting. 

For certain types of facilities and services, but not all, VDH could monitor for compliance as part of a federal certification or state licensure survey. VDH would need to assess the type and amount of additional resources needed to administer any new monitoring or licensure requirement.  

A budget amendment request could be required.



	Consider no longer requiring a COPN for mental health facilities 
	Mental health facilities include psychiatric facilities or services, intermediate care facilities for individuals with intellectual disabilities, mental hospitals and mental retardation facilities.

	Consider no longer requiring a COPN for medical equipment 
	Medical equipment includes equipment for radiation therapy, imaging, cardiac catheterization, and lithotripsy.

	7d. Two Phase Deregulation
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 

	

	7e. Imaging services (CT scanners and MRIs), as well as ambulatory surgery centers, should not require a COPN.  
	

	
7f.The requirement to obtain a COPN should be eliminated for relocation or replacement of medical care facilities within the same primary service area.  
	

	7g. Existing inpatient hospitals should be able to add acute and mental health beds and inpatient operating rooms without COPN approval.

7h. 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.

7i. 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. 
	

	7j. Eliminate COPN coverage of lithotripsy and stereotactic radiosurgery services.
	

	7k. The ratio of nursing home beds to domiciliary care beds in Continuing Care Retirement Communities (CCRCs) should be reduced from the current 20% to 10%
	

	7l. Exclude brachytherapy services, and perhaps lithotripsy, from the definition of a reviewable project 
	

	7m. The statutory preference given to CCRCs to establish or expand nursing home beds, except for their residents should be removed.  
	This action would create a more level playing field between CCRCs and traditional nursing homes.


	Others?
	



Recommendation 8:  The Virginia Department of Health shall provide a status report on implementation and impact of workgroup’s recommended reforms to the Governor and General Assembly by December 1, 2019
Other Recommendations?
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