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VA 
	
                                  
      U.S. Department 
  of Veterans Affairs


Office of the Secretary					In Reply Refer To: 00REG Washington DC 20420


May 29, 2019


Subj:	Economic Regulatory Impact Analysis for RIN 2900-AQ46(F), Veterans Community Care Program


	I have reviewed the attached Regulatory Impact Analysis and determined the following:

1.  Based on the economic, interagency, budgetary, legal, and policy implications of this regulatory action, it is determined that this regulatory action is an economically significant rule under Executive Order 12866, because it is likely to result in a regulatory action that may have an annual effect on the economy of $100 million or more. 

2. This regulatory action is also a major rule under the Congressional Review Act, because it is likely to result in an annual effect on the economy of $100 million or more.

3. This rulemaking will not have a significant economic impact on a substantial number of small entities under the Regulatory Flexibility Act, 5 U.S.C. 601-612.   

4. This rulemaking will not result in the expenditure of $100 million or more by State, local, and tribal governments, in the aggregate, or by the private sector, under the Unfunded Mandates Reform Act of 1995, 2 U.S.C. 1532. 


Approved by:
Jeffrey M. Martin
Chief Impact Analyst
Office of Regulation Policy & Management (00REG)
Office of the Secretary






(Attachment)

[bookmark: _Hlk524624046]Regulatory Impact Analysis for RIN 2900-AQ46(F)

Title of Regulation:  Veterans Community Care Program

Purpose:  To determine the economic impact of this rulemaking. 

Statement of Need:  This rulemaking implements section 101 of the John S. McCain III, Daniel K. Akaka, and Samuel R. Johnson VA Maintaining Internal Systems and Strengthening Integrated Outside Network (MISSION) Act of 2018, which amended title 38 of the United States Code (U.S.C.) 1703. This rulemaking defines and authorizes the Veterans Community Care Program required by section 1703 of title 38, U.S.C., under which eligible veterans may elect to receive hospital care, medical services, and extended care services from eligible non-VA entities and providers in the community.  The Veterans Community Care Program would replace the Veterans Choice Program, and would be used as the exclusive authority under which VA would authorize “covered veterans” to receive community care through eligible non-VA entities or providers.

Prior to the enactment of the MISSION Act of 2018, Veterans could access community care through the Veterans Access, Choice, and Accountability Act of 2014 (Choice Act), which established a temporary program called the Veterans Choice Program (Choice Program) and provided $10 billion in funding to allow Veterans to obtain health care services from eligible non-VA community providers. Veterans could also continue to access care in the community through VA’s long-standing authorities to purchase certain care from non-VA providers. 

The temporary authority and funding for the Choice Program was separate from that of other previously existing programs through which VA has the option to purchase care from community providers. To consolidate and streamline the structure for health care services that Veterans receive from non-VA community providers, the MISSION Act was signed into law on June 6, 2018. The Act enables VA to further accomplish its goal of building a streamlined, integrated health care network for community care while improving VA health care delivery for our Nation’s Veterans.

Summary:  This rulemaking would achieve such objectives as replacing the current Veterans Choice Program with the Veterans Community Care Program, access standards, and clarifying payment rates and methodologies for covered Veterans to receive hospital care, medical services, and extended care services for an episode of care from eligible non-VA entities or providers in the community, as well as other parameters of this program.  These new regulations will define and authorize the Veterans Community Care Program required by section 1703 of title 38, United States Code, as proposed to be amended by section 101 of the MISSION Act of 2018.  




Benefits:  The proposed rulemaking implements Section 101 of the MISSION Act of 2018, by establishing the Veterans Community Care Program and sunsets the Veterans Choice Program. The Veteran Community Care Program would be used as the exclusive authority under which VA would authorize “covered Veterans” who elect to receive community care, such as hospital care, medical services, and extended care services, through eligible non-VA entities or providers at VA expense. 

Additionally, the proposed rulemaking will strengthen the access to VA health care overall by increasing the choices Veterans have for their health care and complementing the increasingly timely, high-quality care provided by VA medical facilities. Veterans will continue to have the option to choose whether to receive care at a VA medical facility or a community provider. 

Furthermore, the access expansion will allow Veterans to receive care in the community through a network of providers when VA does not provide the required care or services, wait times do not conform with VA access standards, service line does not meet VA quality standards, the referring clinician determines it is in the best medical interest of the Veteran to receive care or services in the community.  Additionally, Veterans will be able to access community care when the Veteran was eligible to receive care under certain grandfathering provisions or VA does not operate a full-service medical facility in the State in which the veteran resides. 

Estimated Impact:  VA has determined that, in addition to benefits, there are both transfers and costs associated with this rulemaking. Some portions of the following analysis rely upon assumptions that may change, due to difficulty predicting how many Veterans are going to elect to participate in the Veterans Community Care Program, when they are going to elect to receive care, and for which services they will elect to receive care outside of the VA. 

This analysis sets forth the basic assumptions, methods, and data underlying the analysis and discusses the uncertainties associated with the estimates. The estimated budget impact (depicted in Table 1) is projected to be $346.3 million in FY 2019 and $17.9 billion over a 5-year period.  These impacts are transfers from the federal government to eligible Veterans.

[bookmark: _Hlk6836373] This rulemaking is considered an EO 13771 regulatory action.  Details on the estimated costs of this final rule can be found in the rule’s economic analysis. VA has determined that the net costs are $2.2 billion over a five-year period (FY2019-FY2023) and $429 million per year on an ongoing basis discounted at 7 percent relative to year 2016, over a perpetual time horizon. 






Table 1:  Estimated Budget Impact of MISSION Section 101

	Fiscal Year
	Direct Cost of Care (transfers)
(millions)
	First and Third-Party Collections (transfers)
(millions)
	Timing of Obligation Change*
(millions)
	Organ Transplant (transfers)
(millions)
	Beneficiary Travel and Lodging (transfers)
(millions)
	Total Transfers
(millions)
	Total Administrative, Claim Fees and Other Non-provider Payment Costs
(millions)
	Total Budget Impact **

	2019
	$692
	($22.2)
	($594)
	$24.2
	$.3
	$100.3
	$246
	$346.3

	2020
	$2,184
	($58.6)
	$168
	$103.9
	$1
	$2,398.3
	$384
	$2,782.3

	2021
	$4,227
	($120.9)
	($381)
	$133
	$1.4
	$3,859.5
	$505
	$4,364.5

	2022
	$4,496
	($128.6)
	($51)
	$165.6
	$1.7
	$4,483.7
	$535
	$5,018.7

	2023
	$4,758
	($135.9)
	($48)
	$206.4
	$2.1
	$4,782.6
	$561
	$5,343.6

	5-year Cost
	$16,357
	($466.2)
	($906)
	$633.1
	$6.52
	$15,624.4
	$2,231
	$17,855.4


Note: Numbers may not add due to rounding; *In FY 2019, VA implemented changes in accounting policy to record obligations on the date of payment rather than the date of authorization.  This change in accounting policy shifts costs for community care provider payments by about three months. ** Total budget impact includes the estimated expenditures for the medium cost estimate of performing additional organ transplants through community resources as well as third party collections for organ transplant services

[bookmark: _Hlk1111272]Alternative Policy Approaches:   In developing these proposed designated access standards, VA researched Federal- and State-level access standards, consulted with the Department of Defense (DoD), the Department of Health and Human Services (HHS), as well as other governmental entities to identify best practices and acceptable standards for consideration, as required by section 1703B(c).  VA also posted in the Federal Register a request for information from the public on June 29, 2018, and conducted a public meeting on July 13, 2018, to solicit comments regarding the development of access standards.

The analysis of governmental and private sector access standards identified several key findings and were incorporated into the proposed access standards:

· Access standards vary significantly across the various programs studied.
· Access standards are typically used to determine the adequacy of health plan networks, not to determine patient eligibility to receive care outside the network.
· Regulatory bodies typically will accept a network as adequate if it meets the access standards 80 to 90 percent of the time.
· No other government program, state regulation, or commercial entity defines travel distance or time as it is defined under the Veterans Choice Program.  The current travel standard used by Veterans Choice Program is based on travel distance from the Veteran’s residence to the closest VA medical facility with a full-time primary care physician as opposed to time to travel to the service needed, which is used by all other entities. VA is proposing standards to align with the definitions of other access standards in use.
· VA used the same rationale as TRICARE Prime in proposing its standards related to travel standards, opting to use time versus distance.  Distance-based criteria do not recognize the inherent variation of driving speeds in rural versus urban areas. Traffic levels and speed limits allow rural residents to travel farther and faster than urban residents. The switch to average drive-time criteria versus distance provides a more consistent standard of access for urban and rural Veterans.
· The proposed appointment VA wait-time standards will fall roughly in the median of appointment wait-time standards found in other government organizations, state programs, and commercial entities. Further, the proposed wait-time standards are achievable in most VA facilities and are consistent with capabilities identified in the private sector according to one published survey.
The most expensive ($32.1 billion over 5-years) option is the Centers for Medicare and Medicaid Services’ (CMS) Medicare Advantage standards, which are largely driven by short travel distance standards for primary and specialty care in urban areas, which would make more Veterans eligible for community care (5 miles for primary care and 15 miles for specialty).

The least expensive option would be continuing with the current Veterans Choice Program access standards that maintain appointment wait-times of 30 days for both primary and specialty care and a 40-mile travel distance standard (from the Veteran’s primary care provider). 

Across all options, the three principal drivers of the cost associated with the access standards are distance or travel time standards for primary care in rural areas, distance or travel time standards for specialty care in rural areas, and appointment wait-times for primary care in urban areas.

[bookmark: _Hlk535506]Additionally, VA also considered as part of this rulemaking an aspirational goal to revise over time the access standards designated as maximum wait-times for primary and mental health care decreasing it from 20 days to 14 days by June 2020.  Enrolled Veterans who cannot get an appointment within those limits will be able to choose between community care and internal VA care.  This reduction from 20 days to 14 days is not proposed in this rulemaking, and VA would need to publish a future rulemaking should it proceed with this goal.  Presently, to implement a 14 day wait-time standard would be difficult for VA to meet due to current availability of primary care providers and variability in primary care appointment wait-times across VA facilities.  Based on VA’s analysis, it was estimated that the additional cost of the shift in access from 20 days to 14 days for primary and mental health care would be $1.2 billion over a 5-year period in modeled costs.

The table 2 below represents the models utilized in determining the most appropriate distance, travel time, and wait- time access standards to meet the health care needs of Veterans and the estimated 5-year cost of each model.  The 5-year costs range from $4.5 billion for the Veterans Choice Program with restrictive access standards to $32.1 billion for access standards adopted by the CMS.
Table 2:  Community Access Standards by Distance, Wait Time, and Travel Time  

	Access Standard: Distance/Travel Time
	Access Standard: Wait Time
	

	Organization
	Primary Care/Mental Health
	Specialty Care
	Urgent Care
	Primary Care/
Mental Health
	Specialty Care
	Total 5-Year Cost in Billions
	Percent of Enrollees Eligible Under Standard+++

	CMS
	Large: 5 miles
Metro: 10 miles 
Micro: 20 miles
Rural: 30 miles
CEAC: 60 miles
	Large: 15 miles
Metro: 40 miles
Micro: 75 miles
Rural: 90 miles
CEAC: 130 miles
	N/A
	N/A
	N/A
	$32.1 
	69%

	DoD (Tricare Prime)
	30 minutes
	60 minutes
	24 hours
	7 days 
Preventive care: 28 days
	28 days
	$24.8 
	38%

	State Insurance Dept+
	Urban: 20 miles
Suburban: 20 miles
Rural: 30 miles
	Urban: 30 miles
Suburban: 45 miles
Rural: 75 miles
	48 hours
	14 days
	Modeled as 28 days
	$20.1 
	43%

	State Medicaid Program+

	Urban: 15 miles
Suburban: 20 miles
Rural: 25 miles
	Urban: 30 miles
Suburban: 45 miles
Rural: 67.5 miles
	48 hours
	28 days
	28 days
	$20.8 
	50%

	Current Choice Program
	40 miles to PC
	40 miles to PC
	N/A
	30 days
	30 days
	$4.5 
	8%

	Proposed Standard++
	30 minutes
	60 minutes
	
	(June 2019 – May 2020) 20 days

(June 2020 forward) 14 days

	28 days
	$19.9
	38%


+ Median value of States with identified standards (of 14 total States assessed); 
++ 66 sites will have issues meeting 20-day standard; 123 sites will have issues meeting 14-day standard
+++ % total enrollees affected for combined Primary Care/Mental Health and Specialty Care travel time/distance standard (does not include appointment wait-time standard)

VA considered the standards in the Veterans Choice Program which measures timeliness of and distance to receive care.  Under the existing access standards, Veterans, particularly in rural areas, currently must travel farther to receive specialty care because they do not qualify for community care under the Veterans Choice Program distance criterion.

For this analysis, VA measured the distance from the patient’s home to the service needed, whereas noted above, VA currently measures, under the Veterans Choice Program, the distance from the patient’s home to the nearest VA medical facility with a full-time primary care physician.  

Using the results of its access standards analysis, VA determined that changing the distance-related measurement for community care to be the distance from the patient’s home to the care or service needed would assist VA in determining when covered Veterans can be served directly by VA and when covered Veterans can choose community care, thereby helping to ensure adequate health care access for covered Veterans. Further, as noted above, changing the standard to refer to an average driving time would recognize that distance is often a poor indicator of actual conditions; Veterans in large metropolitan areas may be physically closer to VA facilities than their counterparts in rural areas but may actually face more significant challenges in accessing care based on traffic.  Adopting access standards based on average driving time would result in more equitable access for all covered Veterans.

The 5-year cost of implementing the new program for Veterans receiving community is projected to be $17.9 billion as it provides timely access to meet the health care needs of Veterans.

Assumptions and Methodology:  The estimates in Table 3 were produced using the 2018 VA Enrollee Health Care Projection Model (EHCPM).  The EHCPM is a sophisticated health care demand projection model that uses actuarial methods and approaches to project Veteran demand for VA health care.  These approaches are consistent with the actuarial methods employed by the nation’s insurers and public providers, such as Medicare and Medicaid. The EHCPM projects enrollment, utilization, and expenditures for the enrolled Veteran population in more than 100 categories of health care services that VA provides and/or purchases in the community.  The projections are supported by extensive research and analyses of the Veteran enrollee population and the drivers of demand for VA health care.  VA program, field, and research staff provide expertise on program strategies and initiatives, the unique needs of the enrollee population, and the VA health care system.  The EHCPM is the basis for VA’s medical care budget formulation and VHA’s strategic planning process. The EHCPM is also used to develop cost estimates for legislation, policy proposals, and other customer needs.  (For more information about the EHCPM, please see VA’s annual budget submission [https://www.va.gov/budget/products.asp], volume II Medical Programs, page VHA-231.)

Forecasting is the process of making assertions about events whose actual outcomes have not yet been observed. Risk and uncertainty are central to forecasting and predicting how many Veterans are going to elect to participate in the Veterans Community Care Program, when they are going to elect to receive care, and for which services they will elect care outside of the VA. Therefore, there is a large degree of uncertainty to these forecasts. There are additional factors to consider that would directly impact the potential demand on this program, both in terms of volume and service mix (i.e., the types of care elected). In any case, data must be up to date and implementation plans must be clear in order for the forecast to be as accurate as possible. 

The VHA Office of Policy and Planning was able to study actual episodic information from the Veterans Choice Program as a basis for understanding how eligible Veterans for this program have used VA services in the past. Qualitative forecasting techniques are subjective, based on the opinion and judgment of consumers and experts; they are appropriate when past data are not available. Quantitative forecasting techniques are used to forecast future data as a function of past data; they are appropriate when accurate past data are available. Consequently, both qualitative and quantitative analyses were applied to arrive at the projected outcomes. For example, quantitative analysis indicated the enrollees eligible for expanded access under the MISSION drive-time standards (detailed below); qualitative analysis informed the assumptions about increases in those enrollees’ reliance on VA for care. 

Eligibility for Community Care Program:  VA’s base budget scenario is produced using the EHCPM and includes most of the direct health care and related costs provided by VA, including both facility and community care, overhead costs, and equipment.  The base scenario comprises approximately 90 percent of the medical care budget.  The modeled costs are included with non-modeled costs (such as capital costs, state Veterans homes, and other programs) to develop the total VA medical care budget submission.  The MISSION Act established a number of eligibilities for access to care through the Community Care Program.  VA assumed four of these eligibilities would incur additional expenditures over those already included in the base scenario supporting the FY 2020 VA medical care budget request: 

· Grandfathering of the Choice Program 40-mile eligibility provisions; 
· VA service line quality standards; 
· Drive-time standards; and 
· Wait-time standards. 

Expenditure projections for these four eligibility cohorts are detailed below.  

Other eligibility criteria for the Community Care Program were assumed to be a continuation of VA’s current practices.  Therefore, workload and expenditures associated with these criteria are incorporated into the base scenario supporting the medical care budget. These are: A VA facility does not offer the care the enrolled Veteran requires; and VA determines it is in the best medical interest of the enrolled Veteran to provide care through the Veterans Community Care Program (for example, due to timeliness for the care required, the nature of the care required, the need for continuity of care, or the determination of an excessive burden on the enrollee such as a medical condition impacting the ability to travel).  As a health care system, VA has long had the flexibility to provide enrollees with community care under these circumstances.  VA assumes that these good health care practices will continue and thus the costs associated with continuing these practices are incorporated into the EHCPM independent of the MISSION Act. Note that VA does not have sufficient data to explicitly quantify the impact of these community care claims since they cannot be distinguished from other community care provided outside of the Choice program.

Grandfathered Choice Program Enrollees:  VA assumes that the 40-mile provision from the VA Choice program will remain in effect going forward.  This provision provided expanded access to community care for enrollees who lived 40 or more miles from a VA facility with a primary care provider.  Eligible enrollees can access community care for any required care. While the explicit grandfathering provisions in the MISSION Act for this population are restricted to a five-state subset after two years, it is assumed that the additional language allowing for community care when “in the best medical interest of the covered Veteran” would effectively allow for a continuation of the 40-mile provision under Choice if a Veteran wants to see a community provider. Any increases in reliance assumed in FY 2019 and beyond were attributed to the MISSION Act and included in this estimate. The grandfathered Choice Program enrollee cohort consists of approximately 8 percent of the 9.2 million Veterans enrolled in VA Health Care. From FY 2015 through FY 2017, VA workload per 40-mile enrollee increased approximately 8 percent more than for non-40-mile enrollees; Restricting the data to only community care, the FY 2015 to FY 2017 growth in workload for the 40-mile population is 24 percent larger than the non-40-mile population. It is reasonable to assume that these differentials were caused by the adoption of the 40-mile provision in the Choice Act. Comparable data are not yet available through FY 2018.

Given the ongoing increases in workload (and particularly community care workload) VA assumes that enrollees eligible for the 40-mile benefit under Choice will further increase their reliance on VA (the amount of their total health care they are receiving through VA) by 3 percentage points in FY 2019, 2 percentage points in FY 2020 and 1 percentage point in FY 2021 in aggregate across all services; the increase varies by health care service category.  These increases result in a total increase in reliance to approximately 50 percent for the 40-mile population by 2021, with all of the growth through community care with the exception of prescription drugs which are not available through community care.  An increase in reliance means that an enrollee chooses to use VA for more of their total health care needs rather than relying on their other sources of health care, such as Medicare and private insurance. This increases the amount of health care that VA provides in its own facilities or pays for in the community and therefore increases expenditures. The increases in reliance from FY 2019 through FY 2021 translate to a 15 percent aggregate increase in total expenditures (including both VA facility and community care) for this cohort in FY 2021.  

Facility Service Line Quality Standards:  VA is authorized to furnish care to Veterans in the community when VA medical service lines are identified by VA as underperforming in accordance with timeliness standards when compared with the same VA medical service lines at other VA facilities and based on two or more distinct and appropriate quality measures of VA’s standards for quality when compared with non-VA medical service lines.  The law allows for authorization to extend to no more than 36 service lines nationally and to no more than 3 service lines in any single VA facility.  For purposes of this analysis, it is assumed that authorization will be provided for primary care services at 12 facilities per year, but that the specific facilities identified will change over time.

Low-performing facility service line combinations will change over time and the criteria to select the specific service lines eligible for enhanced access to community care are not yet finalized. Therefore, we did not attempt to identify specific facility service line combinations; instead, we developed estimates assuming that the selected facilities will, on average, have the same characteristics, including size and cost, as other facilities.  For purposes of this analysis, primary care was used as a proxy service line due to its broad availability in both VA facilities and the community. It was assumed that authorization will be provided for primary care services at 12 facilities per year. Quality standards for this provision are in development; depending on how these standards are operationalized, VA may identify more than 12 facilities per year with deficient performance or identify service lines with more expensive services than primary care, which would increase costs. Alternatively, VA may identify fewer than 12 facilities, reducing costs.

Allowing enrollees an additional option to access care in the community will increase their reliance upon VA as a payer of care.  This may be particularly true for these underperforming facilities, since their relatively lower quality may have discouraged some enrollees from seeking care through VA.  Therefore, we assume that reliance on VA for community care for these services increases under this provision, with all that care provided in the community. The amount of the reliance increase is set so that, if all enrollees were eligible for enhanced access, total reliance on VA for care would increase to 50 percent in aggregate across all services for all enrollees.  The target of 50 percent was assumed because this is the average reliance rate of Priority 1 enrollees, who are VA’s highest users.

After facility service lines are removed from the low-performing list, we assume that enrollees will continue to have an elevated reliance on VA, due to both changes in health care behavior that occur while the service line is on the low-performing list, and because of the facility improvements that presumed to be made in order to have the facility removed from the list.  However, the loss of the community care option will likely lead to some reduction in reliance.  Therefore, we assume that reliance on primary care at each facility remains halfway between its original level and the elevated level attained while on the low-performing list. 

In addition to the overall increase in reliance. We assume that 5 percent of care currently provided at VA facilities will transition to community care. We have reflected the cost of purchasing this additional care at estimated community care costs, but have not assumed any reductions to VA facility costs since affected VA facilities won’t necessarily experience decreases in staffing or facility footprint.

Drive Time Standards:  VA will provide access to the Veterans Community Care Program for primary care and mental health services if a VA health care provider cannot furnish the required care or services within 30 minutes average driving time of the Veteran’s residence, and access to specialty care if a VA health care provider cannot furnish the required care or services within 60 minutes average driving time of the Veteran’s residence.

[bookmark: _Hlk367927]As noted above, VA consulted with all pertinent Federal entities, including the DoD, the HHS, the CMS, as well as entities in the private sector, and other non-governmental entities in proposing these access standards.

VA considered travel time/distance access standards by the DoD/TRICARE Prime, Indian Health Service, and Medicare Advantage (CMS) at the Federal-level. Findings included:

· DoD travel time standard for Primary Care is 30 minutes and for Specialty Care is 60 minutes.
· Indian Health Service does not have identified travel time/distance standards.
· Medicare Advantage uses travel distance standards by geographical area, as follows:
· Primary Care:
· Large: 5 miles
· Metro: 10 miles
· Micro: 20 miles
· Rural: 30 miles
· Counties with Extreme Access: 60 miles
· Specialty Care:
· Large: 15 miles
· Metro: 40 miles
· Micro: 75 miles
· Rural: 90 miles
· Counties with Extreme Access: 130 miles

VA sampled 14 states to assess State Medicaid and insurance access standards.   States were selected based on population characteristics to ensure a broad scan across different population densities (states selected ranged from densely populated urban states to states with vast rural areas) and then further filtered based on those with publicly accessible information. Findings included:

 
· State Medicaid Programs:

· Most States have a 30-minute travel time standard for Primary Care
· Most States have a 20- to 30-mile travel distance standard for Primary Care
· Most States have a 60- to 90-minute travel time standard for Specialty Care
· Most States have a 35- to 60-mile travel distance standard for Specialty Care
· State Insurance Departments:

· Most States have a 30-minute travel time standard for Primary Care
· Most States have a 25- to 30-mile travel distance standard for Primary Care
· Most States have a 45- to 60-minute travel time standard for Specialty Care
· Most States have a 20- to 30-mile travel distance standard for Specialty Care

VA also considered 20 commercial health care plans/systems with publicly accessible data to assess appointment wait-time access standards. Travel time/distance standards were not available for most of sampled health care plans/systems. 

Based on these findings, VA proposed these wait-time standards which are in line with DoD/TRICARE, state regulations and private sector practices. Further, they are an improvement over the current travel standard used by Veterans Choice Program, which is based on travel distance from the Veteran’s residence to the closest VA medical facility with a full-time primary care physician as opposed to time to travel to the service needed. The switch to average drive-time criteria versus distance provides a more consistent standard of access for urban and rural Veterans.

For purposes of this cost estimate, VA’s Planning Systems Support Group (PSSG) provided average drive times to primary care/mental health and specialty care for nearly every VA enrollee.  Because the specific services that may be required by the enrollee, and the specific services available at a given time at a facility are unknown, for the purposes of this analysis, VA used an assigned facility type (primary, secondary, tertiary) to calculate the drive times to primary care/mental health and specialty care. It was assumed a primary facility had primary care and mental health and no specialty care and that secondary and tertiary facilities offer primary care, mental health, and specialty care.

Average drive time estimates were produced using the geocoded location of an enrollee’s residence and VA facilities’ locations to find the nearest facility and define the “best” route between the two. The routing process uses attribute information in the 



Streetmap[footnoteRef:2] network dataset along with analysis parameters to define the quickest path from residence to facility and to calculate the driving time and distance between the two locations. It is important to recognize that a computer generated “best” route may not be the same as the enrollee’s preferred route. Also, this method of determining average drive times for purposes of estimating the cost impact will not be the same as the operational method VA will use for purposes of determining an individual covered Veteran’s eligibility for the Veterans Community Care Program. [2:  The Streetmap dataset is based on commercial street reference data from global and local street data suppliers. It includes streets and road networks, speed limits, driving restrictions, and historic traffic as well as detailed basemap data. The StreetMap network dataset is used with the ArcGIS Network Analyst extension to determine the most accurate route.] 


The primary care/mental health and specialty care drive times for each enrollee were compared against the proposed standards to determine eligibility for primary care and/or specialty care in the community.  Seven (7) percent of enrollees are in the grandfathered 40-mile cohort, and were excluded from further analysis; the MISSION drive time benefit does not confer any additional benefits beyond those already provided through the assumed interpretation of the grandfathering rules.  It was determined that 7 percent of enrollees would be eligible for both primary and specialty care (but not already eligible under the Choice 40-mile provision), 6 percent would be eligible for just primary care, and 18 percent would be eligible for just specialty care. This means that an additional 31 percent of enrollees that are not currently eligible under the Choice 40-mile provision would be eligible for the Veterans Community Care Program under the new MISSION drive time standards. 
Increases in utilization were assumed for enrollees eligible for community care based on distance to primary care/mental health and specialty care.   All the utilization is assumed to be in the community, with the exception of prescription drugs, which are made available only through VA. The utilization increases were based on analysis of the utilization patterns of the 40-mile eligible population.  The increases vary by service category and eligibility group.  The analysis assumes that enrollee behavior will not fully reflect the new policies until FY 2021; half of the eventual enrollee behavior change will be observed in FY 2020.  Table 3 shows the utilization increases applied by service category grouping to each drive time eligibility group. Since no directly comparable historical data is available, the increase rates were developed using judgment.  For the population eligible for both primary care and specialty care in the community, the workload increases were set so that reliance levels would be similar to those for the Choice 40-mile population.






Table 3:  Assumed Percentage Increase in Utilization by Enrollee Eligibility Cohort and Service

	[bookmark: _Hlk1111618]
	Eligibility Cohort

	


	Grandfathered Choice 
Program Eligible 
	Drive Time Provision
	All Other 
(Wait Time Potentially Impacted)

	
	
	[bookmark: _Hlk534201826]Primary Care/ Mental Health/ Specialty Care Eligible 
	Primary Care/ Mental Health Only 
Eligible 
	Specialty Care Only Eligible
	

	Drive-Time or Distance Criteria
	>40 miles from a VA facility with a primary care provider and special provisions for AK, HI, NH
	>30 min. avg. drive-time from VA primary care/mental health
>60 min. avg. drive-time from VA 
specialty care
	>30 min. avg. drive-time from VA primary care/mental health
≤60 min. avg. drive-time from VA specialty care
	≤30 min avg. drive time from VA primary care/mental health, >60 min. avg. drive-time from VA specialty care
	N/A

	Estimated % of All Enrollees (numbers may not add due to rounding)
	7%
	8%
	7%
	18%
	60%

	Estimated # of Unique Eligible Enrollees in FY 2019
	684,000
	711,000
	629,000
	1,641,000
	5,520,000

	
Utilization Increase by Service Category Grouping (in FY 2021 and beyond, relative to FY 2017)***

	Primary Care
	*
	50%
	30%
	0%
	0%

	Ambulatory Specialty Care**
	*
	50%
	10%
	20%
	0%

	Inpatient and Residential**
	*
	25%
	5%
	10%
	0%

	Institutional Long-Term Care
	*
	0%
	0%
	0%
	0%

	Home and Community-Based Services**
	*
	25%
	5%
	10%
	0%

	Prescription Drugs
	*
	10%
	2%
	4%
	0%

	Prosthetics
	*
	0%
	0%
	0%
	0%


 For FY 2019, VA estimates there are 9.2 million enrolled Veterans in the VA health care system.
* Grandfathered enrollees eligible for 40-mile benefit under Choice increase reliance by 3 percentage points in FY 2019, 2 percentage points in FY 2020 and 1 percentage point in FY 2021 in aggregate across all services. The increase varies by service category. This impact is displayed as the Grandfathered Choice Program Enrollee cohort in this impact analysis. 
** Individual services within each service category grouping provided only through VA Facility care are not assumed to increase.  After excluding institutional long-term care, prescription drugs and prosthetics, these services account for less than 10 percent of projected FY 2019 expenditures and consist primarily of special mental health programs offered in ambulatory or residential settings (such as domiciliary care).
*** Increase in FY 2019 is 1/6 of FY 2021 values. Increase in FY 2020 is 1/2 of FY 2021 values.

Overall, the utilization increases by service category and eligibility group in Table 3 result in an average of a 24 percent increase in expenditures for the Primary Care/ Mental Health/ Specialty Care Eligible group; a 6 percent increase in expenditures for the Primary Care/ Mental Health Only eligible group; and an 8 percent increase in expenditures for the Specialty Care Only Eligible group. All of the net increases in utilization are assumed to be provided through community care except for prescription drugs, which are made available only through VA.

Wait Time Standards:  VA has established a wait-time standard to ensure Veterans receive timely medical care and services in the event a Veteran cannot be seen within 30 days, when this standard cannot be met, VA refers the Veteran to non-Department providers for their care.  Additionally, the same wait time standard also applies for those Veterans accessing care through the Veteran Care Program.  

In developing these proposed designated access standards, VA researched Federal- and State-level access standards, consulted with the Department of Defense (DoD), the Department of Health and Human Services as well as researching private sector access standards.  As a result of this analysis, VA determined that in general, wait time standards for a number of the organizations reviewed are less than VA’s current standard.   By decreasing the existing wait time standard as proposed in this rulemaking, VA will provide timely access to care to meet Veterans health care needs as well as adopting standards that closely align VA with other Federal and State agencies.  

VA considered appointment wait-time access standards by the DoD/TRICARE Prime, Indian Health Service, and Medicare Advantage (CMS) at the Federal-level. Findings included:

· [bookmark: _Hlk368071]DoD appointment wait-time standard for Primary Care is 7 days and for Specialty Care is 28 days.
· Indian Health Service appointment wait-time standard for Primary Care is 28 days (there is no standard for Specialty Care).
· Medicare Advantage does not have identified appointment wait-time standards.

[bookmark: _Hlk942817][bookmark: _Hlk366245]VA also identified 14 States to assess State Medicaid and insurance access standards. States were selected based on population characteristics to ensure a broad scan across different population densities (states selected ranged from densely populated urban states to states with vast rural areas) and then further filtered based on those with publicly accessible information. Findings included: 

· State Medicaid Programs:

· Most States have a 28- to 30-day wait-time standard for routine Primary Care
· Most States have a 28- to 30-day wait-time standard for routine Specialty Care


· State Insurance Departments:

· Most States have a 14- to 15-day wait-time standard for routine Primary Care
· Most States have a 14- to 15-day wait-time standard for routine Specialty Care

VA also considered 20 commercial health care plans/systems with publicly accessible data to assess appointment wait-time access standards. Findings included:

· Most commercial plans have a 10-day wait-time standard for routine Primary Care
· Most commercial plans have a 10- to 15-day wait-time for routine Specialty Care
Based on these findings, VA will establish wait time standards for primary care and mental health of 20 days, beginning with the effective date of this rulemaking.  If VA is unable to provide a facility appointment within 20 days, VA will authorize the enrollee to receive community care. Similarly, if VA is unable to provide a specialty care appointment within 28 days, VA will authorize the enrollee to receive community care. These wait-time standards are improved over the current 30-day standard, and are within the range of the standards used by DoD/TRICARE, state regulations and private sector practices.
  
As an indication of its commitment to serve the medical needs of Veterans, VA is also contemplating a further decrease in the appointment wait-time standards for Primary and Mental Health Care to 14 days by June 2020.  VA has been improving and continues to steadily improve access to internal VA care. For example, VA is implementing the Improving Capacity, Efficiency, and Productivity initiative, a collaboration between the Office of Veterans Access to Care, the Veterans Integrated Service Networks, and the Offices of Primary Care, Mental Health, and Specialty Care, to optimize clinic practice management and improve access to care.  The Office of Veterans Access to Care will provide support, in collaboration with network and facility leadership, to assist in implementing strong practice solutions and identifying areas for improvement. VA launched this initiative in January 2019 and anticipate it will last through June 2019. Phase I of the initiative will focus on validating and updating facility data on labor mapping and bookable hours, ensuring a broad understanding of these core access principles, and will require providers to demonstrate that 80 percent of their clinical mapped time is shown as bookable. Phase II will focus on creating efficient practice solutions within each service line including offering extended hours (evenings and Saturdays), use of telehealth and video appointments (alternative modes of care), appropriate guidance for overbooking, and point-of-care scheduling.

From the beginning of fiscal year 2019 through the end of April 2019, average wait times for Veterans receiving primary care are approximately 21 days and mental health care services are approximately 11 days. This initiative, along with additional targeted improvements, will assist VA in meeting the proposed 20-day standard (from June 2019 through May 2020) and move VA closer to considering the proposed 14-day standard (from June 2020 forward) for Primary and Mental Health Care services, as well as assist VA in meeting the 28-day wait-time standard for Specialty Care.  

For the population eligible under any of the 40-mile grandfathering provisions, or under the drive time access standards, there are not expected to be additional expenditures due to the wait time standards because the beneficiaries are already eligible for community care regardless of wait times.  Therefore, the wait time estimates exclude those populations. The remaining 61 percent of the enrollee population could potentially be affected by the wait time provision.  Discussions with primary care and mental health leadership indicated that a 29 percent increase in non-mental health primary care staffing and a 14 percent increase in mental health primary care staffing would be theoretically required to meet the specified access standard for all appointments, though that level of staffing may not be achievable in practice due to availability of providers and space limitations.  These percent increases are based on the number of FTE necessary to reduce wait-times, assuming that increases in FTE will reduce wait times.  VA assumed that the cost of the projected increase in workload under this provision will be equal to the community care unit cost in case VA is unable to reach the FTE goals attributable to this access criteria.

[bookmark: _Hlk536105090]The expenditure impacts of a 20-day primary care wait time standard were estimated by multiplying the expenditure of a 14-day standard by 10/16.  The 10/16 assumption was based on a linear interpolation between the current 30-day standard and the 14-day standard.  The 28-day appointment time for specialty care is sufficiently similar to the 30-day access provision under the Choice Act that no additional expenditures are assumed due to this provision.

It is possible that opening access to community providers will increase demand for services, and therefore require further increases in staffing beyond those needed to support the initiative.  However, it is also possible that the additional staff may not achieve the same level of productivity due to unfilled appointment slots needed to maintain access and therefore, the level of additional workload in the community may be less than that implied by the required staffing increase.  We have not made explicit adjustments for either of these factors but note that they are somewhat offsetting.

Emergency Room Pre-Authorization (72-Hour Notification):  As a result of this rulemaking, claims currently paid for under the Veterans Millennium Health Care and Benefits Act (P.L. 106-117, 38 USC 1725), will likely migrate to this new authority as VA expands its community care network.  VA obligated $795 million in 2018 in emergency room costs under the P.L. 106-117 authority and reimbursed providers at a rate of approximately 70 percent of Medicare. VA assumes that emergency room costs under the new Program will be reimbursed at 100 percent of the Medicare rate. Table 4 reflects the costs of claims shifting from 70 percent of the Medicare rate to approximately 100 percent of the Medicare rate, phased in over time as VA expands its community care network.  The resulting increase is expected reach $1.271 billion over 5 years.

The cost could be higher or lower depending on the actual contract rate of network emergency room providers and how quickly they join VA’s community care network.

Table 4: MISSION Act Access, Facility Line Quality Standards and Emergency Room Preauthorization Estimates

	$s in Millions

	 
	Grandfathered Choice Enrollees
	 
	 
	 
	 
	 

	Fiscal Year 
	Sunset of Choice Program
	Choice Enrollees Transition- ing to MISSION
	Continued Reliance Growth Among Choice Enrollees under MISSION
	Facility Line Quality Standard
	Drive Time Standards
	Wait Time Standards
	Emergency Room Pre-Authorization
	Total

	2019
	($1,716)
	$1,716 
	$130 
	$15 
	$471 
	$76 
	$0 
	$692 

	2020
	($4,701)
	$4,701 
	$428 
	$34 
	$1,299 
	$253 
	$170 
	$2,184 

	2021
	($5,036)
	$5,036 
	$618 
	$53 
	$2,678 
	$538 
	$340 
	$4,227 

	2022
	($5,429)
	$5,429 
	$654 
	$75 
	$2,830 
	$570 
	$367 
	$4,496 

	2023
	($5,830)
	$5,830 
	$692 
	$79 
	$2,989 
	$604 
	$394 
	$4,758 

	5-Yr Total
	($22,712)
	$22,712 
	$2,522 
	$256 
	$10,267 
	$2,041 
	$1,271 
	$16,357 


Note:  Numbers may not add due to rounding and amounts above reflect an approximation of the expected transfer costs using an overall community care unit cost rather than a service specific unit cost.

Additional Underlying Assumptions:  The following assumptions are included in the analysis of the access standards described above.  VA assumes that funding for VA facility care will continue at the levels projected in the base budget scenario.  If funding for VA facilities falls below the levels projected, then this could lead to an increase in wait times at VA facilities, leading to increased demand for community care.

VA also assumes that the improved access provisions are widely communicated to enrollees and will be fully operationalized by October 1, 2019. 

Authorization for primary care does not include authorization for associated specialty care; if the primary care visits result in a referral for specialty care, eligibility for the specialty care in the community will be separately determined. That is, each of the standards are independent, i.e., access to enhanced community care primary care through a drive time standard does not provide for any enhanced community care access to specialty care unless the enrollee also meets the specialty care standard (and vice versa).

Community care workload expenditures are costed in the same way that community care in the base scenario supporting the medical care budget is costed. These costs are based on what VA expects to pay community providers through the Community Care Network Contract. The costs have been adjusted to reflect the timeline for when the contract will be fully implemented. 
This estimate has not assumed any reductions in demand for community care due to improved telehealth access.  The availability of telehealth does not affect drive time distance standard eligibility. Enrollees who do not have access to face-to-face care within the specified drive time can access community care.  We also did not assume there would be large enough changes to telehealth to lead to a substantial change in how enrollees are choosing to access care. 
 
VA also assumes no new enrollment beyond the changes in enrollment already projected by the EHCPM.  The increase in reliance assumed as a result of MISSION access standards does, however, result in an assumed increase in the number of patients. 

Most workload as a result of the MISSION standards will be new workload met through community care.  Some workload may shift from VA facilities to community care but resulting VA facility capacity will be filled by new workload so no increase or decrease in VA facility demand is projected. This assumption is based on EHCPM projections which show increases in utilization for ambulatory care, in line with national trends. 

Medical Care Collections Fund (MCCF) Collections:  The implementation of the MISSION access standards will impact both First and Third Party community care collections.  First Party collections are copayments received from Veterans as out of pocket responsibilities for VA-provided non-service connected care. Under the MISSION Act, copayments would be the same as current copayments, with the exception of the new Urgent Care copayment structure proposed in RIN 2900-AQ45 – Urgent Care.). Current copayments for Priority Groups 1 through 6 are $0 and for Priority Groups 7 through 8; $15 – Primary Care, $50 specialty care and $0 for immunizations, labs, x-rays, etc. Third Party reimbursements are made to VA by insurers for non-service connected care rendered from VA for certain Veterans. Reimbursements can include reasonable charges, negotiated rates, fee schedules, etc.  VA assumes an increase in the reliance and utilization of care in the community yields a portion of care that is billable and collectible.  To account for the volatility of annual collections and uncertainty of future performance, we average low and high collections estimates based on FY 2017 and FY 2018 actual collections data. The difference in these two projections was less than $2 million.  Utilizing the average of these actual and expected collections through the Enrollee Health Care Projection Model (EHCPM), we calculated collections per expenditure ratios with FY 2017 and FY 2018 data.  Future estimated collections were calculated based on a range of low to high ratios.  The average collection amount is represented in the First and Third Party tables provided in sections below.  These ratios allow us to estimate collections when applied to any projected additional expenditures due to increases in care and to project the First and Third Party collections.  Expected collections and actual collections performance may deviate from the assumptions noted above.  

First Party Collections:  VA assumes the First Party collection projections are relative to the First Party community care expenditures. As detailed utilization and expenditures are not available by priority group at this time, this assumption implies an average copayment is collected across all Veterans.   While this assumption has limitations, it allows us to develop an estimate of potential collections.  These ratios are derived by taking FY 2017 and FY 2018 First Party community care collections (together First Party community care collections), then applying them to the baseline budget scenario used in the EHCPM modeling.  

Collections per Expenditure = First Party community care collections / community care expenditures from the baseline scenario.  

To develop a range of estimated collections, the collections per expenditure ratio range of 0.17 percent to 0.24 percent is then applied to the five years of MISSION Access care standard expenditures.  The collections per expenditure is assumed to be constant across all populations.  To account for potential operational lags that may exist during the implementation of a new policy, we applied a performance efficiency factor which assumes full collectability will be met by the third year of implementation.  

This efficiency factor is necessary to reflect the unique requirements of MISSION access standards relative to the community care network. We assume that MISSION access standards are unique to the community care network and may take up to year three to achieve a continuous and normal flow of billings and operations.  This assumption is based upon the evolution of the Fee program into the community care network.

Table 5 below shows the estimated incremental First Party collections.  The First Party collections are estimated to be $1.77 million in FY2019 and $37.07 million over a five-year period.  

Table 5:  Community Care First Party Copayment Collections 
	[bookmark: _Hlk533670181]Fiscal Year
	First Party Community Care Collections
($’s in Millions) *

	Incremental Collections MISSION Access Standards
($’s in Millions) *


	
	
	

	2019
	$23.51 
	$1.77

	2020
	$24.13 
	$4.65

	2021
	$24.68 
	$9.62

	2022
	$25.05 
	$10.22

	2023
	$25.33 
	$10.81

	5-Yr Total
	$122.70 
	$37.07 


Note: Numbers may not add due to rounding. *Collection estimates are included in current MCCF budgets as first party collections; should not be considered in addition to current First Party budgeted amounts.

Third Party Collections:  VA assumes the Third party collections projections follow a similar methodology to the First Party collections scenario where the estimates are assumed relative to the Third-Party community care expenditures.  FY 2017 and FY 2018 Third Party community care collections for non-service connected care are applied to the baseline budget scenario used in the scenario modeling.
  


Collections per Expenditure = Third Party community care collections/community care expenditures from the baseline scenario.  

To estimate a range of Third Party collections, the collections per expenditure ratio range of 2.21 percent to 2.52 percent is then applied to the five years of projected MISSION Access care standard expenditures.  To account for potential operational lags that may exist during the implementation of a new policy, we applied a performance efficiency factor which assumes full collectability will be met by the third year of implementation. This efficiency factor is necessary to reflect the unique requirements of MISSION access standards relative to the community care network. We assume that MISSION access standards are unique to the community care network and may take up to year three to achieve a continuous and normal flow of billings and operations. This assumption is based upon the evolution of the Fee program into the community care network.

Table 6 below shows the estimated collection expenditures.  The Third Party collection scenario assumes the Veterans accessing care specific to the MISSION access standards are as collectable as the overall community care population. As MISSION access standards are new, the impacts of this assumption cannot yet be evaluated empirically. However, assuming collectability is equivalent to historical community care experience allows for a conservative collections projection. This approach allows us to refer directly to history while being cognizant that collections projections may have a downward bias.

The incremental MISSION access standard related Third Party collections are estimated to be $20.38 million in FY2019 and $427.30 million over a five-year period.  

Table 6:  Community Care Third Party Collections 
	Fiscal Year
	Third party Community Care Collections 
($s in Million) *
	Third Party Incremental Collection Mission Access Standards 
($s in Million)

	2019
	$354 
	$20.38

	2020
	$372 
	$53.61

	2021
	$389 
	$110.87

	2022
	$406 
	$117.83

	2023
	$421 
	$124.61

	5-Yr Total
	$1,942 
	$427.30 


Note: Numbers may not add due to rounding. *Collection estimates are included current MCCF budgets as Third Party collections; should not be considered in addition to current Third Party budgeted amounts.

[bookmark: _Hlk533668506]Table 7 below depicts the estimated First and Third Party collections.  Total incremental collections are estimated to be $22.14 million in FY 2019 and $464 million over a five-year period.  



Table 7:  Total Community Care First and Third Party Collections 
	Fiscal Year
	Total Community Care Collections
($’s in Millions)*
	Incremental Collections MISSION Access Standards
 ($’s in Millions) 

	
	
	

	2019
	$377.31 
	$22.14 

	2020
	$396.37 
	$58.26 

	2021
	$414.12 
	$120.49 

	2022
	$430.80 
	$128.05 

	2023
	$445.99 
	$135.42 

	5-Yr Total
	$2,064.60 
	$464.36 


Note: Numbers may not add due to rounding. *Collection estimates are included in current MCCF budgets; should not be considered in addition to current budgeted amounts.

[bookmark: _Hlk525212268]Administrative Cost:  The administrative, claim fees, and other non-provider payment costs such as scheduling and network associated with this rulemaking are estimated to be $246 million in FY 2019 and $2.231 billion over a five-year period.   This amount factors the difference of $257 million from what would have been $4.084 billion in costs over five years under the existing Choice program and $3.827 billion in costs over five years projected under the new Veterans Community Care Program discussed in this rulemaking.  

The costs are based on planned implementation of a new national community care network contract and administrative costs for billing and processing claims.  The contract costs include development and maintenance of the network, support of Veterans’ access to community care, disease management, customer service, coordination of benefits. Additional administrative costs include claims billing and processing, analytics and reporting, and national overhead. 

Table 8:  Estimated Administrative Claims Fees, and Other Non-Provider Payment Costs
	$s in Millions

	Fiscal Year
	Sunset of Choice Program
	Choice Enrollees Transition- ing to MISSION
	Administrative Costs – Delivery Operations (DO) Billing and Processing
	Administrative Costs – Care Coordination
	National Overhead  
	Total Administration, Claim Fees, and Other Non-provider Payment Costs

	2019
	($272)
	$397 
	$100 
	$21 
	$0 
	$246 

	2020
	($852)
	$838 
	$168 
	$79 
	$151 
	$384 

	2021
	($914)
	$801 
	$249 
	$152 
	$217 
	$505 

	2022
	($986)
	$864 
	$263 
	$163 
	$231 
	$535 

	2023
	($1,060)
	$927 
	$276 
	$173 
	$245 
	$561 

	5-Year Cost
	($4,084)
	$3,827 
	$1,056 
	$588 
	$844 
	$2,231 


Note: Numbers may not add due to rounding. Costs include: sunset of Choice and transition to MISSION as well as ,national overhead and care coordination.
Organ and Bone Marrow Transplant Care 

Benefits:  This rulemaking provides Veterans with an additional option to receive an organ transplant or other transplant services from a qualified community provider and improve the health and well-being of the Veteran.  

Estimated Impact:   VA has determined that there are transfers associated with this rulemaking.  For the analysis, VA prepared a low, medium and high estimate of the potential budget impact as VA cannot predict the total number of Veterans that may opt to receive organ transplants or transplant services through community providers.  Although VA provided three budget estimates based on separate scenarios, it is anticipated that the budgetary impact for providing organ and bone marrow transplants will align with the medium estimate outlined in table 9 below. 

Table 9: Estimated Budget Impact for Organ Transplants (Low, Medium, High):
	[bookmark: _Hlk6812458][bookmark: _Hlk1578188]Table 1: Budget Impact Summary 

	($000)
	Low Estimate
 
 
	Medium Estimate
 
 
	High Estimate

	Fiscal Year
	Organ Transplants 
	Beneficiary Travel 
	Total Impact
	Organ Transplants 
	Beneficiary Travel 
	Total Impact
	Organ Transplants 
	Beneficiary Travel 
	Total Impact

	2019
	$19,382
	$243
	$19,625
	$24,228
	$304
	$24,532
	$29,074
	$364
	$29,438

	2020
	$84,429
	$887
	$85,316
	$103,864
	$1,109
	$104,973
	$123,300
	$1,331
	$124,631

	2021
	$108,622
	$1,104
	$109,726
	$132,806
	$1,380
	$134,186
	$156,990
	$1,656
	$158,646

	2022
	$135,416
	$1,377
	$136,793
	$165,569
	$1,721
	$167,290
	$195,721
	$2,065
	$197,786

	2023
	$168,837
	$1,717
	$170,554
	$206,431
	$2,146
	$208,577
	$244,026
	$2,575
	$246,601

	5-Year Total
	$516,686
	$5,328
	$522,014
	$632,898
	$6,660
	$639,558
	$749,111
	$7,991
	$757,102


[bookmark: _Hlk5981809]Note: Numbers may not add due to rounding.

Alternative Policy Approaches:  VA did not have many options or alternatives in developing this rulemaking, because the MISSION Act requires VA to authorize community services, including transplantation, for Veterans who elect to receive care in the community and meet the eligibility requirements for organ transplant.  Because of this, a Veteran can elect to receive an organ transplant outside the Organ Procurement and Transplantation Network (OPTN) and VA would authorize the transplant to be performed through community providers to be in compliance with the law.  In order receive an organ transplant, a Veteran must be evaluated to establish their candidacy to be placed on a waiting list through the United Network for Organ Sharing also known as UNOS.  Additionally, VA transplant programs are members of the OPTN and subject to Title 42 Code of Federal Regulations (C.F.R.) Part 121, Organ Procurement and Transplantation Network, with rules, policies, clinical standards of care, and patient safety standards for organ transplant. 

VA’s National Transplant Program provides services to most covered Veterans who undergo organ transplantation. However, some Veterans may desire transplantation care in their geographic region through community providers. VA will meet statutory requirements to enable Veterans that require organ transplants and transplant services to receive community care. 

Assumptions:  As a result of the rulemaking, there is the potential to increase the number of Veterans authorized to receive a solid organ or bone marrow transplant through a community provider rather than through existing VA facilities.  

The term organ transplant will be used to refer to solid organ and bone marrow transplant(s) throughout the remainder of the Regulatory Impact Analysis.

Veterans in need of an organ transplant may face challenges with travel to VA Transplant Centers to access needed care. In most instances, there is not a VA Transplant Center in the Veteran’s immediate geographic region.  Some Veterans’ disease processes create challenges for them to travel long distances to obtain a transplant in a VA Transplant Center or burden their caregiver. 

Currently, organ transplantation and related services are provided to Veterans predominantly through VA National Transplant Program. Prior to a transplant procedure, a Veteran must undergo indicated clinical, social, and psychological evaluations to determine candidacy for transplantation.  Similar processes are used at community transplant centers.  Each transplant center, VA or community, is authorized by OPTN to independently develop and apply its own eligibility requirements for transplantation.  

MISSION Act requires VA to authorize community services, including transplantation, for Veterans who elect to receive such care in the community after meeting defined eligibility requirements. Any eligible veteran who requires an organ or bone marrow transplant, as determined by VA, and who has a medically compelling reason to travel outside the OPTN region in which the veteran resides to receive the transplant care, as determined by the veteran’s primary care provider, would have the choice to have the care furnished either by VA or in the community at the Secretary’s determination.   Any patient who does not have a medically compelling reason to travel outside the OPTN region in which the veteran resides to receive transplant care could choose to have VA authorize such care in the community. 

There are multiple services that are performed related to transplantation.  These include patient services, such as phased evaluations and medical testing to determine transplantation candidacy, medical management once listed with UNOS for transplantation, transplant procedures, acute post-transplantation hospitalization, management of any procedural complications, and life-long post-transplantation management including immunosuppressant medications.  These services also include organ acquisition and live donor care.

VA utilized the cost of a kidney transplant for this estimate due to the large number of these transplants over other transplanted organs.  Additionally, the estimate does not include costs for unforeseen complications of a transplant such as blood clots, infections (urinary tract infections or other types of infection), failure of the transplanted organ, or re-transplantation.

VA anticipates that initially the number of organ transplants through community providers will be low until contracts are established but will increase substantially over time. Additionally, the number of transplants which can be performed is based on the availability of organs for transplant.  Due to the uncertainty of the number of organ transplants which could be performed through community providers, VA projected the potential financial impact using a low, medium, and high estimate to determine VA expenditures from FY2019 through FY2023.

For this analysis, VA utilized data from the following sources: 

· VA cost data for organ transplants performed by community providers.
· Milliman 2017 U.S. Organ and Tissue Transplant Cost Estimates and Discussion.

For each Veteran that undergoes a transplant procedure, VA estimates that up to five others will undergo evaluations for possible transplantation.  Many of these patients will be added to UNOS wait lists, but not all will receive organ transplants due to organ availability.

The estimated budget impact in this analysis is based on projected expenditures for evaluation of Veteran for organ transplant, organ acquisition, transplant procedure, two-year post discharge care, routine immunosuppressant medications, and includes travel, lodging, and meals

Methodology:  From FY2014 through FY2017, VA performed a total of 1,766 organ transplant procedures in VA hospitals with an additional 506 procedures authorized in the community. The majority of the 506 procedures authorized for community care were performed via VA Transplant Centers at their academic affiliates via medical sharing contracts.

VA will reimburse community providers for a number of procedures related to the Veterans organ transplant which include the transplant recipient evaluation ($90,000), transplant surgery/hospital admission ($333,329), organ acquisition ($96,800), and 2-year post-operative care with immuno-suppressant drugs ($225,000).  An average annual inflation rate of 3.9 percent was applied to estimated transplant costs from FY2020 through FY2023.

VA cannot predict the total number of Veterans who may opt to receive organ transplants or transplant services through community providers as a result of this rulemaking.  VA used FY2014 through FY2017 data on the average number of organ transplants provided to Veterans in the community to project the increased number of transplants based on the impact of this rulemaking.  However, based on recent data VA estimates that its current proposed eligibility criteria, specifically the average drive time of more than 60 minutes for specialty care, will apply to over 90 percent of Veterans who undergo evaluation for transplantation. 

Estimated Low, Medium, and High Volume Increase in Organ Transplants: Through establishing additional access criteria in eligibility, there may be more transplant events where a Veteran may elect to choose to go elsewhere and outside the VA OPTN rather than having transplants performed within VA transplant facilities. 

The methodology used trended baseline data from FY2014 through FY2017.  The FY2019 baseline estimate for the number of transplants which could be performed in the community was estimated to be 139 transplants. An annual increase of 20 percent was applied to estimate the number of organ transplants which may be performed in the community from FY2020 through FY2023 in absence of the regulation.

For the 20 percent increase in transplants for the baseline, VA reviewed data from FY2014 through FY2017.  The annual percent varies each year (14 to 18 percent) based on availability of organs. There was one year that had a decrease in the percent but that was not the overall trend.  With the potential increase of organs from living donors based on what we may see from section 153, of the MISSION Act, we anticipate an increase in organ transplants so rather than using 18 percent VA increased the estimate to 20 percent to account for the difference. However, until VA implements this regulation we will not have empirical data to predict the number of transplants and costs.

In FY2019, VA determined that there is the potential to perform 139 organ transplants. To determine the FY2020 number of transplants that would be performed in the community in absence of this regulation VA applied a 20 percent increase above the FY2019 number (139 x 1.2 = 166.8 rounded to 167). FY2021 = 167 x 1.2 = 200.4 rounded to 200.  FY2022 = 200 x 1.2 = 240. FY2023 = 240 x 1.2 = 288. The base number of organ transplant was utilized to determine the low, medium, and high increase in the number of organ transplants as a result of the regulation.

In FY2019, the number of transplants were adjusted to the number of months left in the fiscal year rather than the entire year.  Therefore, using 139 transplants (which is the trended amount for FY2019 using existing data from FY2014 through FY2107) multiplying that number by 40 percent results in 55.6 transplants in a year then we divided by 12 months which equals 4.63 transplants per month.  With only 4 months remaining in the FY upon implementation of MISSION, 18.53 transplants (rounded to 19 transplants) for the rest of FY2019 is the low estimate of increased organ transplants provided in the community.

The FY2020 base number of transplants for the low volume estimate was then multiplied by 40 percent to determine the increase in the number of transplants that could be provided as a result of this regulation (167 x .4 = 66.8 rounded to 67).  FY2021 base of 200 x .4 = 80. FY2022 base of 240 x .4 = 96. FY2023 base of 288 x.4 = 115.2 rounded to 115 (see table 10 below).

[bookmark: _Hlk8222332]The medium estimate was based on a 25 percent increase above the low estimate for example FY2020 low estimate 67 x 1.25 = 83.75 rounded to 84.  

While the high estimate 20 percent above the medium estimate 84 x 1.2 = 100.8 rounded to 101.
 
Table 10: Projected Increase in Volume of Organ Transplants
	Fiscal Year
	Total Projected Number of Transplants Through Community Providers In the Absence of this Rulemaking 
(“Base Case”)
	Low Estimate Increase in Organ Transplants 
	Medium Estimate Increase in Organ Transplants 
	High Estimate Increase in Organ Transplants 

	2019
	139
	19
	24
	29

	2020
	167
	67
	84
	101

	2021
	200
	80
	100
	120

	2022
	240
	96
	120
	144

	2023
	288
	115
	144
	173


Note: Numbers may not add due to rounding.

Low Estimate Organ Transplants:  In FY2019, VA estimates that up to 19 additional transplants above the base case could be performed in the community while in FY2023 the number of additional transplants above the base case is estimated to be 115.  

VA estimates the FY2019 impact for this option to be $19.6 million with a 5-year impact of $522 million (see table 11 below).

Table 11: Low Estimate Organ Transplants
	Fiscal Year
	Projected Number of Transplants
	Transplant Recipient Evaluation 
	Organ Acquisition 
	Transplant 
Procedures 
	Post Discharge Care with Immuno-Suppressant Drugs 
	Beneficiary Travel
	Total

	2019
	19
	$10,260,000
	$1,839,200
	$6,333,251
	$950,000
	$242,953
	$19,625,404

	2020
	67
	$37,478,808
	$6,718,423
	$23,134,766
	$17,096,745
	$887,484
	$85,316,227

	2021
	80
	$46,635,307
	$8,359,811
	$28,786,852
	$24,839,778
	$1,104,307
	$109,726,055

	2022
	96
	$58,144,901
	$10,423,012
	$35,891,448
	$30,956,776
	$1,376,850
	$136,792,986

	2023
	115
	$72,495,063
	$12,995,411
	$44,749,457
	$38,596,908
	$1,716,656
	$170,553,495

	5-Year Total
	 
	 
	 
	 
	 
	 
	$522,014,167


Note: Numbers may not add due to rounding.

Medium Estimate Organ Transplants:  To project the medium volume estimate of additional organ transplants performed by community providers under this rulemaking, VA applied a 25 percent increase to the low volume estimate in each year from FY2019 through FY2023.

In FY2019, VA estimates that up to 24 additional transplants above the base case could be performed in the community while in FY2023 the number of additional transplants above the base case is estimated to be 144.

VA estimates the FY2019 impact for this option to be $24.5 million with a 5-year impact of $640 million (see table 12 below). It is very likely that growth in community transplantation will exceed this projection. 
 
Table 12: Medium Estimate Organ Transplants
	Fiscal Year
	Projected Number of Transplants
	Transplant Recipient Evaluation 
	Organ Acquisition 
	Transplant Procedures
	Post Discharge Care with Immuno-Suppressant Drugs 
	Beneficiary Travel
	Total

	2019
	24
	$12,825,000
	$2,299,000
	$7,916,564
	$1,187,500
	$303,691
	$24,531,755

	2020
	84
	$46,848,510
	$8,398,029
	$28,918,457
	$19,699,440
	$1,109,355
	$104,973,792

	2021
	100
	$58,294,134
	$10,449,763
	$35,983,566
	$28,078,341
	$1,380,384
	$134,186,188

	2022
	120
	$72,681,126
	$13,028,765
	$44,864,310
	$34,994,616
	$1,721,062
	$167,289,879

	2023
	144
	$90,618,828
	$16,244,264
	$55,936,821
	$43,631,288
	$2,145,820
	$208,577,021

	5-Year Total
	 
	 
	 
	 
	 
	 
	$639,558,635


Note: Numbers may not add due to rounding.

High Estimate Organ Transplants:  To project the high volume estimate of additional organ transplants performed by community providers under this rulemaking, VA applied a 20 percent increase to the medium volume estimate in each year from FY2019 through FY2023. 

In the last four months of FY2019, VA estimates that up to 29 additional transplants above the base case could be performed in the community while in FY2023 the number of additional transplants above the base case is estimated to be 173.

VA estimates the FY2019 impact for this option to be $29.4 million with a 5-year impact of $757 million (see table 13 below). 

 Table 13: High Estimate Organ Transplants
	Fiscal Year
	Projected Number of Transplants
	Transplant Recipient Evaluation 
	Organ Acquisition 
	Transplant Procedures
	Post Discharge Care with Immuno-Suppressant Drugs 
	Beneficiary Travel
	Total

	2019
	29
	$15,390,000
	$2,758,800
	$9,499,877
	$1,425,000
	$364,430
	$29,438,106

	2020
	100
	$56,218,212
	$10,077,635
	$34,702,149
	$22,302,135
	$1,331,226
	$124,631,357

	2021
	120
	$69,952,961
	$12,539,716
	$43,180,279
	$31,316,904
	$1,656,460
	$158,646,320

	2022
	144
	$87,217,352
	$15,634,518
	$53,837,171
	$39,032,457
	$2,065,275
	$197,786,772

	2023
	173
	$108,742,594
	$19,493,117
	$67,124,185
	$48,665,667
	$2,574,984
	$246,600,547

	5-Year Total
	 
	 
	 
	 
	 
	 
	$757,103,103


Note: Numbers may not add due to rounding.

Estimated Low, Medium, and High Third Party Collections for Organ Transplants

To project potential Third Party collections, VA utilized the estimated 2018 collections for transplants performed in the community.

VA assumes that the growth in collections is commensurate with the growth in the estimated increase to transplants which may deviate in reality due to the percent of non-service connected care and percent of insured Veterans. VA also assumes the mix/magnitude of those increases is the same as the baseline 2018 collections.

VA did not calculate an impact on First Party collection as we assume the budget impact is marginal. 

The 5-year low, budget impact of this rulemaking is projected to be $1.4 million with a medium budget impact of $1.8 million.  Additionally, the 5-year high budget impact is estimated at $2.1 million (see table 14 below).

Table 14: Estimated Budget Impact of Third Party Collections for Organ Transplants (Low, Medium, High)
	FY18 Collections for Transplants
	$2,351,747 
	
	

	Estimated Collections for Transplants performed in the Community- assumes 22.3% of the transplants occur in the Community
	$523,761
	
	

	To estimate annual collections, apply the growth rate above the baseline.  Collections estimates are in addition to collections absent rulemaking
	Estimated Incremental Collections
Low 
	Estimated Incremental Collections
Medium
	Estimated Incremental Collections
High

	FY2019(Assumes 1/4 of the Year)
	$71,593 
	$90,433 
	$109,274 

	FY2020
	$252,460 
	$316,517 
	$380,574 

	FY2021
	$301,445 
	$376,806 
	$452,167 

	FY2022
	$361,734 
	$452,167 
	$542,600 

	FY2023
	$433,327 
	$542,601 
	$651,874 

	5-Year Total
	$1,420,559 
	$1,778,524 
	$2,136,489 



Beneficiary Travel:  VA will provide reimbursement for beneficiary travel required by the Veteran and an attendant for the Veteran to receive an organ transplant.  Similarly, travel will be reimbursed for live donors and an attendant.

VA will reimburse beneficiary travel for the Veteran and an attendant as well as lodging and meals. The FY2019 estimate for beneficiary travel was based on a round trip airfare of $746 per individual (based on the average airfare between the District of Columbia and Los Angeles, California, to represent a high-end estimate for airfare) and 45 days of lodging and meals at a per-diem rate of $251 (based on the District of Columbia GSA per-diem rate). An annual inflation rate of 3.9 percent was applied to estimate transfers from FY2020 through FY2023. Live donor care is currently funded at VA Transplant Centers, and additional expenditures for conversion of some procedures to the community will not likely be significant to include in this analysis.

VA does not anticipate any material costs regarding administrative FTE and their associated supply costs to implement this regulation.
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Accounting Statement and Table: As required by OMB Circular A–4, in the table below, VA has prepared an accounting statement showing the economic impacts associated with the provisions of this rulemaking.

	Five Year Projection in Real Dollars (Annualized 3% & 7% Values)                                                                                                                                                                                                     

	Category
	Transfers ($s in Millions)

	Year Dollars
	FY2019
	FY2020
	FY2021
	FY2022
	FY2023
	Present Value
	Annualized

	
	
	
	
	
	
	3%
	7%
	3%
	7%

	Federal Annualized Monetized
	Low             Est.
	na
	na
	na
	na
	na
	$0
	$0
	$0
	$0

	
	Pri. Est.
	$100.3
	$2,398.3
	$3,859.5
	$4,483.7
	$4,782.6
	$13,999.2
	$12,169.5
	$2,967.8
	$2,773.9

	
	High Est.
	na
	na
	na
	na
	na
	$0
	$0
	$0
	$0

	From/To: & Period Covered:
	From:
	Federal Government
	To:
	Eligible Veterans
	Period Covered:
	FY2019 - FY2023

	Notes: 
	This rulemaking would implement the mandates of the VA MISSION Act of 2018 and increase veterans’ access to health care in the community. Transfers include direct care expenditures, organ transplant expenditures and travel reimbursements. 

	Category
	Costs ($s in Millions)

	Year Dollars
	FY2019
	FY2020
	FY2021
	FY2022
	FY2023
	Present Value
	Annualized

	
	
	
	
	
	
	3%
	7%
	3%
	7%

	Federal Annualized Monetized
	Low             Est.
	na
	na
	na
	na
	na
	$0
	$0
	$0
	$0

	
	Pri. Est.
	$246
	$384
	$505
	$535
	$561
	$2,022
	$1,786
	$429
	$407

	
	High Est.
	na
	na
	na
	na
	na
	$0
	$0
	$0
	$0

	Notes: 
	 This rulemaking would implement the mandates of the VA MISSION Act of 2018 and increase veterans’ access to health care in the community. Costs include administrative, claim fees, and other non-provider payments.  

	Category
	Benefits

	Notes: 
	A Veteran may access non-Department care if VA does not offer the care or services the veteran requires; 
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Joseph H. Duran
Director, Business Operations Administration (10D1A1)
Office of Community Care Veterans Health Administration, Department of Veterans Affairs, Washington, DC

Date: May 13, 2019
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