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Potential Scenario 2 - Retain COPN but with Modifications That Could Range from Minor to Significant

Updating the State Medical Facilities Plan (SMFP)

	Agency Suggestion
	Comment

	Enable more regular and rigorous reviews of the SMFP

	Support.


	Convene SMFP task force to review SMFP and propose restructuring of plan, consider additional criteria, and recommend other changes.
· Consider adding criteria to apply when the proposed service is necessary to meet specific care guidelines (e.g., door to CT initiation within 25 minutes for primary stroke care).  
· Consider adding quality of care criteria, such as accreditation requirements, related to the proposed service (e.g., obtain and maintain accreditation as a Primary Stroke Center).
· Consider defining different criteria to apply, when appropriate, if the proposed service will be continuously available (e.g., 24/7) or it only will be available ## or fewer hours per week during non-holiday weeks.  
· Consider defining criteria for indigent care based on unit(s) of service provision rather than a dollar value.
· Consider defining specific criteria for determining need in rural areas.
· Consider defining criteria to apply when a service need has been identified in a regional health improvement plan. 

	Support 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 presented here in isolation.  Whether any of these ideas merits action depends on the overall approach to restructuring the SMFP.  

Reevaluating the SMFP should not be used as a way to further reduce competition in the provision of health care in Virginia. 


	Consider removing SMFP from the Virginia Administrative Code, and revise SMFP section of Code of Virginia (§ 32.1-102.2:1) to govern the process by which the SMFP is reviewed and updated, and to change the name of the SMFP to the “State Health Services Plan.”

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

Is SMFP less enforceable if it is not in the Virginia Administrative Code?
Amend the Code to move § 32.1-102.2 A 4 (regarding specific criteria for determining need in rural areas) from under § 32.1-102.2 “Regulations” to under § 32.1-102.2:1 “State Medical Facilities Plan; task force.”
This change would allow an interpretation that these criteria do not need to be established through the regulatory process but will be incorporated into 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.  The Administrative Code and the regulatory process contained in it require public participation and provides avenues for stakeholder input.   Removing the SMFP from the Administrative Code may result in less opportunity for public comment and stakeholder input and may remove avenues for review of amendments in the unlikely event that the agency exceeds its authority. 



	Obtain Board of Health approval and re-issue current SMFP in a non-regulatory format as the “planning document adopted by the Board of Health.” (see definition of the SMFP at §32.1-102.1) 

This would include the most recent recommendations from the SMFP Task Force (i.e., correcting several definitions in relation to cardiac catheterization as well as the occupancy standard utilized for determining the need for new nursing home beds.)
§ 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.

	See comments above.  The SMFP should remain a duly promulgated regulation that is part of the Virginia Administrative Code.  Keeping the plan as regulation allows for appropriate opportunity for public comment and agency deliberation of standards contained in the Plan.







Exemptions for Certain Facilities and/or Projects


	Agency Suggestion
	Comment

	Consider exemptions for certain classes of facilities. Which ones?

	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. 


	Consider elimination of lithotripsy as regulated service.

	This is an example of a regulated service that is regularly approved.  Additionally, with few exceptions, the addition of beds at existing hospitals is regularly approved.  This raises an issue of why the state continues to regulate certain services for which it routinely approves COPN applications.  

Any discussion of eliminating services 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. 


	Children's hospitals - Changes needed?

	Unaware of any disadvantages in the current COPN process relative to children’s hospitals. 

	Mental health facilities - Changes needed?

	For existing providers, the state should consider allowing the addition of beds for mental health services without a COPN.  Alternatively, the state should consider shortening the review time period for the addition of hospital beds used for mental health at existing facilities.








Improvements to Application Processing


	Agency Suggestion
	Comment

	Consider options for reducing length of review cycle, while being mindful of VDH staff resource requirements and funding limitations

	Support.

	Consider eliminating completeness review, application would be reviewed based on information that was submitted by the deadline.

	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.  Additionally, retaining completeness review allows a small additional incremental timeframe in which to provide any information the DCOPN staff determines is missing.


	Consider eliminating Letter of Intent – not required by Code but is required by regulations

	To the extent that the current COPN system remains substantively intact, the letter of intent is essential for competitive applications for similar services.  If the letter of intent process is eliminated, less meritorious projects would likely be approved because they were the only ones “in the cycle.”  The letter of intent process could be significantly enhanced by requiring electronic submission through a website that posts documents in real time.  See comments below.


	Consider repealing following language from 32.1-102.6(A)

At least 30 calendar days before any person is contractually obligated to acquire an existing medical care facility, the cost of which is $600,000 or more, that person shall notify the Commissioner and the appropriate regional health planning agency, if a regional health planning agency has been designated, of the intent, the services to be offered in the facility, the bed capacity in the facility and the projected impact that the cost of the acquisition will have upon the charges for services to be provided. If clinical services or beds are proposed to be added as a result of the acquisition, the Commissioner may require the proposed new owner to obtain a certificate prior to the acquisition. If no regional health planning agency is designated for the health planning region in which the acquisition will take place, no notification to a regional health planning agency shall be required.

This provision is not necessary and results in non-productive and non-reimbursed VDH staff work.


	To the extent that the current COPN system remains substantively unchanged, this requirement should remain.  Registration of replacement equipment permits the Department of Health to monitor activities the registrant feels do not require a COPN, but sometimes do.  Leaving it solely to registrants to determine whether a COPN is needed may lead to abuse.


	Consider modifying requirement to hold a public hearing to require a public hearing only when:
1. The review is for competing requests,
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 (cash 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.  

	Improvements to the public hearing requirements should be evaluated.  Public comments can be more cost-effectively submitted in writing.


	Consider revisiting application fee schedule

	Support for this proposal would depend on how any revised fees would be used.


	Update application submission protocols – clarify rules for electronic submission; consider requiring electronic submission of all documents.

	Strongly support a requirement that all documents be submitted electronically through a website that posts documents in real time.  This would result in significant cost-savings for COPN applicants.  Additionally, significant DCOPN staff time could be saved as a result of elimination of need to respond to multiple repetitive Freedom of Information Act requests from applicants and others seeking to monitor COPN activities.


	Consider Greater Use of Expedited Review Process  

Currently applies only to 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; 

	There is no specific proposal here to evaluate.  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. 


	Consider limits on ability to extend application review/decision making deadlines (e.g., delay public hearing, delay IFFC)

32.1-102.6 (I). The applicants, and only the applicants, shall have the authority to extend any of the time periods specified in this section. If all applicants consent to extending any time period in this section, the Commissioner, with the concurrence of the applicants, shall establish a new schedule for the remaining time periods.

	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.


	Consider stricter requirements for “Good Cause” Standing

	To the extent that the current COPN system remains substantively unchanged, the current requirements for good cause standing should remain.  

Good cause standing requirements are already strict.  Despite these strict standards, good cause participants can provide an invaluable oversight to ensuring fair and appropriate administration of the COPN program.  An example of this occurred last month when there was a denial of a COPN application that would have likely inappropriately been approved had it not been for a good cause petitioner pointing out an improper evaluation of the application by DCOPN.








Revisions to COPN Conditioning

	Agency Suggestion
	Comment

	Standardize and clarify rules regarding COPN conditions

	Standardization and clarity often have the benefit of providing certainty to a regulated entity.  However, there is not enough information provided with the suggestion to determine if the intended standardization should be beneficial to the COPN system in Virginia.   However, 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.


	Consider revisions to language concerning indigent care conditions, perhaps by codifying the provisions of VDH Guidance Document.  Provide authority to condition to something other than dollar value of care

	Unless the current COPN regulatory system is substantially altered to allow for greater flexibility by providers in offering new services or expanding existing services, there does not appear to be a justification to codifying indigent care conditions for COPNs issued by the Commissioner.  

Moreover, any change to the current system of conditions would have to address whether such changes apply retrospectively to COPNs previously issued, which are almost always conditioned on a percentage of gross revenues.


	Consider granting authority to condition for services agreeing to reach nationally-recognized standards of care (e.g., conditioning for quality assurance)

Alternatively, achieving nationally-recognized standards of care could be a required consideration in reviewing the application, rather than a condition of approval

Quality assurance could also potentially addressed through the State Medical Facilities Plan

	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.  Moreover, there has been no justification presented to the workgroup to increase the DCOPN’s authority to further condition COPNs on such things as quality measures.  

Health care providers are overseen by a variety of accreditation bodies and are subject to legal remedies for claims of substandard care.  No specific problem has been identified in the current health care system to justify this workgroup recommending what would be a vast expansion of the DCOPN’s authority to regulate health care in Virginia.  








Post-COPN Approval Monitoring and Compliance


	Agency Suggestion
	Comment

	Consider development of audit-like function within VDH to monitor compliance with COPN conditions

	Based on the presentations so far to the workgroup, it does not appear that the DCOPN has available resources to audit compliance with a COPN condition.  Moreover, it is unclear from the suggestion how extensive the “audit” contemplated would be or how COPN holders would be selected for such “audits.”  To the extent additional resources are made available to DCOPN, those additional resources could be put to better use.


	Consider “Loser Pays” Rule for COPN decisions that are litigated

	The Commissioner should not be insulated from judicial review by non-standard, cost-shifting provisions that discourage judicial oversight of agency action.  The Commissioner already enjoys a high degree of deference, and any such “loser pays” rule would further discourage parties from bringing appeals, which are sometimes helpful in correcting flaws in the COPN system generally.





Promote Greater Transparency

	Agency Suggestion
	Comment

	Use technology to improve availability of COPN information

	Requiring that all documents be submitted electronically through a website that posts documents in real time is a good idea.  This would result in significant cost-savings for COPN applicants.

Significant DCOPN staff time could be saved as a result of elimination of need to respond to multiple repetitive Freedom of Information Act requests from applicants and others.


	Improve collection and availability of data

	Support.

	Maintain an accessible inventory of COPN-authorized capacity

	Support.





Other Items for Discussion – Provided by Dr. Hamrick

Inpatient Beds & Operating Rooms: Allow existing inpatient hospitals to add acute and mental health beds and inpatient operating rooms without COPN approval.  This will allow existing hospitals to manage their resources to meet demand and more quickly adjust to patient and community needs.

Open Heart:  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.  Current regulations prevent the addition of open heart surgery services, and other regulated services, if there is a “significant” reduction in the utilization of existing services in the health planning district.  This requirement allows existing providers to block entry into the health care market by new providers for certain services.  In effect, this requirement is used by existing providers of such services to maintain what is essentially a monopoly in certain circumstances.

NICU: Virginia’s COPN regulations pertaining to NICU services should be updated to reflect the advances in the standard of care in treating pre-mature births.  Procedures that were considered “advanced” in the 1990s are now very much routine in certain pre-mature birth situations.  Existing COPN regulations in this area do not reflect the advances in medical knowledge and technology.  As a consequence, 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. Virginia’s regulations should recognize the significance of prompt treatment and the importance of keeping mothers and babies together in the setting in which they chose to deliver.

Regional Health Planning Agencies:  I encourage 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.  Specifically, why is it that regulated projects in Northern Virginia need to go through this extra step of review while projects in other parts of the Commonwealth do not?  While the agency is funded locality, how it is funded is irrelevant to the underlying question of why projects in one part of the state are subject to this additional review.
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