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Title of Reqgulation: 12VAC5-221. Virginia's Rules and Regulations Governing Cooperative Agreements (adding 12VAC5-221-10 through 12VAC5-
221-150).

Statutory Authority: 8§ 32.1-12 of the Code of Virginia; Chapter 741 of the 2015 Acts of Assembly.
Effective Dates: January 18, 2016, through July 17, 2017.

Agency Contact: Susan Puglisi, Policy Analyst, Department of Health, 9960 Mayland Drive, Suite 401, Richmond, VA 23233, telephone (804) 367-2157,
FAX (804) 527-4502, or email susan.puglisi@vdh.virginia.gov.

Preamble:

Chapter 741 of the 2015 Acts of Assembly mandates the Board of Health to promulgate regulations that at a minimum address the review of applications
for proposed cooperative agreements, the process by which applications for proposed cooperative agreements shall be approved or denied, post-approval
monitoring and a fee schedule establishing the amount of the annual fee per cooperative agreement. The second enactment clause of Chapter 741 further
specifies that the regulations must be effective within 280 days of enactment. For that reason, the board is utilizing the emergency rulemaking process
authorized by the Administrative Process Act in § 2.2-4011 of the Code of Virginia. The regulations contain provisions pertaining to definitions; a fee
schedule; procedures for applying for a cooperative agreement, the Commissioner of Health's request for information, and the commissioner's review;
ongoing monitoring; and annual reporting.

In drafting the emergency regulations, the Virginia Department of Health (VDH) consulted other jurisdictions, convened a regulatory advisory panel, and
held a public hearing. Tennessee has a program that is similar to the program envisioned by Chapter 741 and is a neighboring jurisdiction to Southwest
Virginia. For these reasons, VDH utilized regulations issued by Tennessee as a framework in drafting the emergency regulations. VDH convened a
regulatory advisory panel of stakeholders consisting of hospital providers, health plans, physicians, and representatives from the Southwest Virginia Health
Authority. The regulatory advisory panel met twice and provided feedback regarding a framework document that VDH incorporated into the emergency
regulations. Finally, VDH held a public hearing in Abingdon, Virginia. Public comment received at the hearing was considered and where appropriate
incorporated into the emergency regulations.

To address the unique health care challenges that exist in Southwest Virginia, the General Assembly through Chapter 741 has authorized the
commissioner to approve cooperative agreements that are beneficial to individuals served by the Southwest Virginia Health Authority and to actively
supervise cooperative agreements to ensure compliance with the provisions that have been approved. The intent of this regulatory action is to promote and
protect the health and safety of individuals within the Southwest Virginia Health Authority's geographic area by ensuring any cooperative agreements
entered into by hospitals foster improvements in the quality of health care, moderate increases in health care cost, improve access to needed health care
services, and promote improvements in population health status in the Southwest Virginia Health Authority's geographic area. Chapter 741 mandates that
this regulatory action include at a minimum provisions regarding (i) the review of applications for proposed cooperative agreements; (ii) the process by
which applications for proposed cooperative agreements shall be approved or denied; (iii) post-approval monitoring; and (iv) a schedule establishing the
amount of the annual fee that the commissioner is authorized to assess from the parties to a cooperative agreement. The emergency regulations contain
provisions that meet these requirements.
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VIRGINIA'S RULES AND REGULATIONS GOVERNING COOPERATIVE AGREEMENTS

12VAC5-221-10. Pur

To address the unique health care challenges that exist in the Southwest Vlrglnla community, the General Assembly authorized the commissioner to

care to residents of a participating locality.
12VAC5-221-20. Definitions.

"Applicant" means a party to a proposed cooperative agreement who submits an application to the authority pursuant to § 15.2-5384.1 of the Code of
Virginia.

such authority is abolished, the board, body, authority, department, or officer succeeding to the principal functions thereof or to whom the powers given by
Chapter 53.1 of Title 15.2 of the Code of Virginia are given by law.

'Attorney General" means the Attorney General for the Commonwealth of Virginia.

"Commissioner" means the State Health Commissioner.

'Cooperative agreement” means an agreement among two or more hospitals for the sharing, allocation, consolidation by merger or other combination of

or other services traditionally offered by hospitals.
"Day"mean in

"Department” means the Virginia Department of Health.

Washington and the City of Bristol with respect to which an authority may be organized and in which it is contemplated that the authority will function.
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"Party" means a hospital entering into a cooperative agreement.

"Plan of separatlon" means the written proposal submitted with an appllcatlon to return the parties to a preconsolldatlon state, which includes a plan for

residential zip code of each patient.

12VAC5-221-30. rat lications.

A party shall submit an application for a letter authorlzmg cooperatlve agreement for each cooperative agreement the party is applylng to enter into. This

to a cooperative agreement shall require submission of a new appllcatlon.

12VAC5-221-40. Application.

A. Parties within any participating locality may submit an application for a letter authorizing cooperative agreement to the authority. Information regarding
the requirements of an application for a letter authorizing cooperative agreement submitted to the authority should be obtained through the authority.

B. At the time of submission to the authority, parties shall simultaneously submit a copy of the application to the commissioner and the Attorney General.

C. If the authority requires the applicant to submit additional information before determining that the application is complete, the parties shall
simultaneously submit a copy of the additional information to the authority, the commissioner, and the Attorney General.

D. If the applicants believe the materials submitted contain proprietary information that is required to remain confidential, such information must be clearly

for release to the public. Proprietary information that is clearly identified by the applicants will be kept confidential by the department pursuant to
ivision f § 2.2-3705.6 of th f Virginia.

12VAC5-221-50. Fee schedule.

C. If the commissioner should determine after review of the application that the actual cost incurred by the department is less than $50,000, the applicant

reater than $50,000, the applicant shaII ay any additional amounts due as instructed by the department. The application fee shall not exceed $75.000.

12VAC5-221-60. Public hearing.

A. The authority shall, in conjunction with the commissioner, schedule a public hearing for each completed application submitted. The hearing shall be held
no later than 4 r the recei f mpl lication h hori

Code of Vlrglnla)

D. The public hearing shall be recor the Virginia Department of Health.

12VAC5-221-65. Public comment to the commissioner.

The public may submit written comments regarding the application to the commissioner. To ensure consideration by the commissioner, written comments
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must be received no later than 14 days after the authority adopts its recommendation on the application.
12VAC5H-221-70. The commissioner's request for information.

A. Upon receipt of the authority's recommendation for approval, the commissioner and department may request supplemental information from the
applicants.

B. To the extent the information is not present within the application, the commissioner shall request the following information:

1. A report or reports used for public information and education about the proposed cooperative agreement prior to the parties' submission of the
application. The applicants shall document the efforts used to disseminate the report or reports. The report or reports shall include, but are not limited to:

a. A description of the proposed primary service area (PSA) and secondary service areas (SSA) and the services and facilities to be included in the
rativ reement;

b. A description of how health services will change if the letter authorizing cooperative agreement is issued;

disparities, including comparisons to measures for the state and similar regional areas, and a description of how the health of the population will change if
he | r horizin rativ reement is i ;an

f. A description of the impact on the health professions workforce including long-term employment, wage levels, recruitment, and retention of health
professionals.

2. A record of communlty stakeholder and consumer views of the proposed cooperatlve agreement collected through a public partlcrpatou process

3. A summary of the nature of the proposed cooperative agreement between the parties.

4. A sign f th rativ reement an f the following:

a. A description of any consideration passing to any party. individual or entity under the cooperative agreement including the amount, nature, source, and
recipient;

b. A detailed description of any merger, lease, operating or management contract, change of control or other acquisition or change, direct or indirect, in
ownership of any party or of the assets of any party to the cooperative agreement;

c. A list of all services and products and of all hospitals and other service locations that are a subject of the cooperative agreement including those not
located or provided within the boundaries of the Commonwealth of Virginia, and including, but not limited to, hospitals or other inpatient facilities, insurance
products, physician practices, pharmacies, accountable care organizations. psychiatric facilities, nursing homes, physical therapy and rehabilitation units,
home care agencies, wellness centers or services, surgical centers or services, dialysis centers or services, cancer centers or services, imaging centers or
services, support services, and any other product, facility, or service; and

d. A description of each party's contribution of capital, equipment, labor, services, or other contribution of value to the transaction.

5. A detailed description of the current and proposed PSA and SSA for the parties. including the PSA and SSA of each party's hospitals, not limited to the
boundaries of the Commonwealth of Virginia. If the proposed PSA and SSA differ from the service areas where the parties have conducted business over
the five years preceding the application, a description of how and why the proposed PSA or SSA differs and why changes are proposed.

6. A description of the prior history of dealings between the parties for the last five years, including but not limited to, their relationship as competitors and
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any prior joint ventures, affiliations, or other collaborative agreements between the parties.

7. Documents sufficient to show the financial performance of each party to the transaction for each of the preceding five fiscal years including tax returns,

nting principl AAP) and all mption hall mented.

9. Projected budgets, including projected costs, revenues, profit margins, and operating ratios, of each party for each year for a period of five years after a

| horizing ed. The budg hall be prepare onformity with generall [ ounting principle AAP

the parties to the cooperative agreement if the letter authorizing cooperative agreement is issued including changes in percentage of risk-bearing
contracts; and

c. |ldentification of existing and future business plans, reports, studies or other documents of each party that:

1) Di ed performance i marke trategie apital investm

projections, including any documents prepared in anticipation of the cooperative agreement; and

2) ldenti lans that will Iter liminat r combin nder th rativ reement.

11. A copy of the following policies under the proposed cooperative agreement:
a. A policy that assures no restrictions to Medicare and/or Medicaid patients;

b. Policies for free or reduced fee care for the uninsured and indigent:

c. Policies for bad debt write-off; and

d. Policies that require the parties to the cooperative agreement to maintain or exceed the existing level of charitable programs and services.

12. A description of the plan to systematically integrate health care and preventive health services among the parties to the cooperative agreement in the
I raphi rvi I h I he following:

a. A streamlined management structure, including a description of a single board of directors, centralized leadership, and operating structure;
. Alignment of th I liver isions of th m with the inter f th mmunity:;

c. Clinical standardization;

. Alignment of th Itural identiti f th rti h rativ reemen

e. Any planned expansions, closures, reductions in capacity, consolidation, and reduction or elimination of any services:

a. Proposed use of any cost saving to reduce prices borne by insurers and consumers:
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b. Proposed use of cost savings to fund low-cost or no-cost services designed to achieve long-term population health improvements; and
c. Other proposed uses of savings to benefit advancement of health and quality of care and outcomes.
14. A description of the market and the competitive dynamics for health care services in the parties' respective service areas, including at a minimum:

a. The identity of any nonparty hospital located in the PSA and SSA and any nonparty hospital outside of the PSA and SSA that also serves patients in the
parties' PSA and SSA:;

b. Estimates of the share of hospital services furnished by each of the parties and any nonparty hospitals;

nonparty hospitals in the PSA and SSA and a description of how the proposed cooperative agreement will not exclude such nonparty hospitals from
ntin mpetitive and in nden ration in the PSA an A;

d. A listing of the physicians employed by or under contract with each of the parties' hospitals in the PSA and SSA, including their specialties and office
locations;

e. The identity of any potential entrants in the parties' PSA and SSA and the basis for any belief that such entry is likely within the two calendar years
immediately following the date of the letter authorizing cooperative agreement is i ed by the department; and

d. A description of how the parties propose that the commissioner measure and monitor achievement of the proposed benefit including:

1) Proposed measures and suggested baseline values with rationale for each measure to be considered by the commissioner in developing a plan to
monitor achievement of the benefit;

2) The current and projected levels and the trajectory for each measure that would be achieved over the next five years under the cooperative agreement:

3) The projected levels for each measure in five years in the absence of the cooperative agreement; and

(4) A plan for how the requisite data for assessing the benefit will be obtained.

b. The parties' proposed plan to obtain and analyze data to evaluate the extent to which the commitments have been met, including how data shall be
ined from entiti her than th rties; an

c. The parties' proposed consequences if they do not meet a commitment.

20. A detailed description of the total cost to the parties resulting from the application for the cooperative agreement. Cost estimates should include costs
for consultant, legal, and professional services; capital costs; financing costs; and management costs. The description should identify costs associated with
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22. A timetable for implementing all components of the proposed cooperative agreement and contact information for the person or persons authorized to
receive noti I rts, an mmunications with r t to the letter authorizin rativ reement.

23. Records, reports, and documentation to support the information submitted pursuant to this section, including any additional supplemental information
r it th mmissioner.

C. All supplemental information submitted to the commissioner shall be accompanied by a verified statement signed by the chairperson of the board of
directors and chief executive officer of each party; or if one or more party is an individual, signed by the individual attesting to the accuracy and
completeness of the enclosed information.

12VAC5H-221-80. The commissioner's review.

A. The commissioner shall consult with the Attorney General when reviewing an application.

B. The commissioner may consult with the Federal Trade Commission when reviewing an application.

C. The commissioner may consult and coordinate with other affected jurisdictions when reviewing an application.

D. The commissioner shall consult with all other affected agencies of the Commonwealth when reviewing an application.

G. The commissioner shall consider the following factors when conducting a review of an application:

1. Advantages.

a. Enhancement of the quality of hospital and hospital-related care, including mental health services and treatment of substance abuse, provided to
itizen rv h hority, resulting in improv ien isf

b. Enhancement of population health status consistent with the regional health goals established by the authority:

d. Gains in the cost-efficiency of services provided by the hospitals involved:

e. Improvements in the utilization of hospital resources and equipment;
f. Avoidance of duplication of hospital resources:

g. Participation in the state Medicaid program; and

h. Total cost of care.

2. Disadvantages.

organizations, managed health care organizations, or other health care payers to negotiate reasonable payment and service arrangements with hospitals,
hysician llied health rofessionals, or other health care providers;

b. The extent of any reduction in competltlon among physmlans, allied health care professmnals other health care providers, or other persons furnishing

c. The extent of any likely adverse impact on patients in the quality, availability, and price of health care services; and
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d. The availability of arrangements that are less restrictive to competition and achieve the same benefits or a more favorable balance of benefits over
disadvantages attributable to any reduction in competition likely to result from the proposed cooperative agreement.

initiative and state population health improvement plan, to ensure the validity and consistency of the measure;

change significantly.

12VAC5-221-90. Action on an lication.

A. The commissioner shall issue his decision in writing within 45 days of receipt of the authority's recommendation. However, if the commissioner has
requested supplemental information from the applicants, the commissioner shall have 15 days, following receipt of the supplemental information, to i

C. The commissioner may condition approval of the letter authorizing cooperative agreement upon the applicants' commitment to achieving the
improvements in population health, access to health care services, quality, and cost efficiencies identified by the applicants in support of their application.
Such conditions may include, but are not limited to:

1. A cap on the negotiated case-mix adjusted revenue per discharge by payer by product. The method for calculating such a case-mix shall be published
on the Virginia Department of Health's Office of Licensure and Certification's website in a guidance document. The department may rely on third-party
auditors to assist in determining the method for determining such caps, such caps' levels, and a plan for monitoring compliance;

2. A commitment to return a portion of the cost savings and efficiencies gained through the cooperative agreement to residents in the participating localities
through specific proposed mechanisms;

3. An agreement that the parties shall not prevent or discourage health plans from directing or incentivizing patients to choose certain providers; the parties
shall not have any contractual clauses or provisions that prevent health plans from directing or incentivizing patients:;

4. An agreement that the parties shall not engage in the tying of sales of the health system's services with the health plan's purchase of other services from
the health system;

ilization man ment, an her pr hat reward improvements in li nd efficiency.
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roviders, (v) information reflecting the noncontracted rates negotiated with allied health professionals, and (vi) information reflecting the noncontracted
rates negotiated with other providers.

C. The department shall establish quantitative measures that will be used to evaluate the proposed and continuing benefits of the cooperative agreement.

a. Population health;

LA health servi
¢. Economic;
. Patient saf

e. Patient satisfaction; and

f. Other nizabl nefits.

2. Each category may be comprised of measures for subcategories.

3. The Technical Advisory Panel and the parties to the cooperative agreement may make recommendations for the creation and evaluation of guantitative
measures, but the department shall have the exclusive authority to add, modify, accept, or reject recommendations when creating or interpreting the
guantitative measures.

D. A department representative may make periodic unannounced on-site inspections of the parties' facilities as necessary. If the department finds, after
inspection, noncompliance with any provision of this chapter, any applicable state regulations. or the elements of the cooperative agreement or the letter
authorizing cooperative agreement, the commissioner shall begin enforcement procedures in accordance with 12VAC5-221-130.

E. The parties shall make available to the department representative requested records and shall allow access to interview the agents, employees,
contractors, and any other person under control, direction, or supervision of the parties.

F. Complaints received by the department with regard to noncompliance with the cooperative agreement or the letter authorizing cooperative agreement
shall be investigated. When the investigation is complete, the parties and the complainant, if known, shall be notified of the findings of the investigation.

G. The commissioner may develop other mechanisms of monitoring the parties to determine compliance with the cooperative agreement and whether
compliance continues to meet the requirements of § 15.2-5384.1 of the Code of Virginia. The commissioner may modify the mechanisms of monitoring the

parties upon notice to the parties.

12VAC5-221-110. Annual r rting.

A. parties shall report annually to the commissioner on the extent of the benefits realized and compliance with any terms and conditions placed on their
letter authorizing cooperative agreement. The report shall:

1. Describe the activities conducted pursuant to the cooperative agreement;

cooperative agreement;

. Incl information rel han in pri li r n lation health improvement;

4. Include actual costs, revenues, profit margins, and operating costs:

. Incl harge master;

6. Include information reflecting the contracted rates negotiated with nonphysician providers, allied health professionals, and others:

7. Include any measures requested by th artment based on the recommendations of the Technical Advisory Panel a inted pursuant to 12VAC5-
221-120: and

8. Include the current status of the quantitative measures established under subsection C of 12VAC5-221-100 and the information requested by the
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department for benchmarks established in subsection B of 12VAC5-221-100.

B. The patrties shall be required to update the parties' plan of separation annually and submit the updated plan of separation to the department. The parties

commitmets with respect to these measures.

B. The Technical Advisory Panel shall consist of:

1. A representative of the Commissioner of Health who shall serve as chair of the panel:

2. The chief medical or quality officer or officers of the parties;

3. A chief medical or quality officer of a hospital or health system from other state market areas with no affiliation with the parties:
4. A chief medical or quality officer of a health plan that has subscribers in the affected area;

5. Experts in the area of health quality measurement and performance:

6. A consumer and employer representative from the affected area:

7. A representative from the Bur f Insuran f th rporation Commission;

8. The chief financial officer or officers of the parties:

10. A chief financial officer of a health plan that has subscribers in the affected area.

. The Technical Advisory Panel shall m | n an annual is.

12VAC5-221-130. Enforcement procedures.

A. If the commissioner has reason to believe that compliance with a cooperative agreement no longer meets the requirements of § 15.2-5384.1 of the

Code of Virginia or this chapter, the commissioner shall initiate a proceeding to determine whether compliance with the cooperative agreement no longer
ts the requirements of § 15.2-5384.1 of the Code of Virginia or this chapter.

B. In the course of such a proceeding, the commissioner is authorized to seek reasonable maodifications to a letter authorizing cooperative agreement.
Such modifications shall be with the consent of the parties.
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C. The commissioner may revoke a letter authorizing cooperative agreement upon a finding that:
1. The parties are not complying with the terms or conditions of the cooperative agreement or the letter authorizing cooperative agreement;
2. The cooperative agreement is not in substantial compliance with the terms of the parties' application or the letter authorizing cooperative agreement:

3. The benefits resulting from the cooperative agreement no longer outweigh the disadvantages attributable to the reduction in competition resulting from
the cooperative agreement;

4. The commissioner's approval was obtained as a result of intentional material misrepresentation to the commissioner or as the result of coercion, threats,
or intimidation toward any party to the cooperative agreement; or

5. The parties have failed to pay any fee required by the department or the authority.

12VAC5H-221-140. Voluntary termination of cooperative agreement.

A. Any party shall file notice with the department within 30 days after terminating its participation in a cooperative agreement. The notice shall be sent in
writin h ntion of the dir r of th rtment's Offi f Licensure an rtification.

B. In the event of a termination of a cooperative agreement, the parties shall return the letter authorizing cooperative agreement to the department's Office
f Licensure an rtification.

12VAC5-221-150. Official records.

A. The commissioner shall maintain on file all cooperative agreements that the commissioner has approved.

C. All approved cooperative agreements and letters authorizing cooperative agreement shall be published on the Virginia Department of Health Office of
Licensure and Certification website.

D. All reports collected pursuant to 12VAC5-221-110 shall be published on the Virginia Department of Health Office of Licensure and Certification website.

E. The commissioner shall make public his annual determination of compliance with a letter authorizing the cooperative agreement.

VA.R. Doc. No. R16-4430; Filed January 18, 2016, 5:40 p.m.
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