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VA 
	
                                  
      U.S. Department 
  of Veterans Affairs


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


Date:  March 29, 2019 


Subj:	Regulatory Impact Analysis for RIN 2900-AQ46 (SNPRM), Veterans Community Care Program – Organ and bone marrow transplant care


	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)
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Title of Regulation:  Veteran Community Care Program – Organ and bone marrow transplant care.

Purpose: Supplemental Notice of Proposed Rulemaking 

Statement of Need:  This rulemaking proposes to define and implement the new Veterans Community Care Program authorized by section 1703 of title 38, United States Code (U.S.C.), as that statute will be amended by section 101 of the John S. McCain III, Daniel K. Akaka, and Samuel R. Johnson VA Maintaining Internal Systems and Strengthening Integrated Outside Networks (MISSION) Act of 2018, effective upon VA’s issuance of implementing regulations.

Summary:  This rulemaking provides clarification about decisions regarding solid organ and bone marrow transplant.  The rulemaking also amends regulations on the provision of necessary hospital care, medical services, and extended care services from non-VA entities or providers performing transplants. 
 
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 3 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 1 below. 

This proposal supplements a proposed rule that is expected to be an EO 13771 regulatory action; however, this supplement is not estimated to change the costs that would, for purposes of EO 13771 accounting, be attributable to the rulemaking.  











Table 1: Estimated Budget Impact:
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	($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


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, 2-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:  First, VA trended data on the number of organ transplants that were completed through community resources from FY2014 through FY2017. Based on this, it is estimated that in FY2019, 139 organ transplants would be performed through community resources in the absence of this rulemaking. A 20 percent annual increase in the number of organ transplants was applied to estimate the potential number of organ transplants which could be performed in the community from FY2020 through FY2023 in the absence of this rulemaking (see table 2 below, base case). 


Table 2: 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



Low Estimate Organ Transplants:  To project the low volume estimate of additional organ transplants performed by community providers under this rulemaking, VA applied a 40 percent increase to the FY2019 volume of transplants under the base case (139 X 40 percent = 56) and adjusted for the number of transplants to be performed in the last four months of FY2019.  To project the number of additional organ transplants in each of FY2020 through FY2023, VA increased the base case estimate by 40 percent. In the last four months of 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.  It is very likely that growth in community transplantation will exceed this projection. 

VA estimates the FY2019 impact for this option to be $19.6 million with a 5-year impact of $522 million (see table 3 below).

Table 3: 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 the last four months of 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 4 below).

Table 4: 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. VA estimates the FY2019 impact for this option to be $29.4 million with a 5-year impact of $757 million (see table 5 below). 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.

 Table 5: 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.

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 Thousands, $2019)

	Year Dollars
	FY2019
	FY2020
	FY2021
	FY2022
	FY2023
	Present Value
	Annualized

	
	
	
	
	
	
	3%
	7%
	3%
	7%

	Federal Annualized Monetized
	Low             Est.
	$19,625
	$85,316
	$109,726
	$136,793
	$170,554
	$468,547
	$408,390
	$99,329
	$93,086

	
	Pri. Est.
	$24,532
	$104,973
	$134,186
	$167,290
	$208,577
	$574,119
	$500,488
	$121,710
	$114,079

	
	High Est.
	$29,438
	$124,631
	$158,646
	$197,786
	$246,601
	$679,691
	$592,585
	$144,091
	$135,071

	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 are for organ transplants, transplant evaluations, transplant surgery/hospital admission, organ acquisition, 2-year post-operative care with immuno-suppressant drugs and travel. 

	Category
	Costs ($s in Thousands, $2019)

	Year Dollars
	FY2019
	FY2020
	FY2021
	FY2022
	FY2023
	Present Value
	Annualized

	
	
	
	
	
	
	3%
	7%
	3%
	7%

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

	
	Pri. Est.
	$0
	$0
	$0
	$0
	$0
	$0
	$0
	$0
	$0

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

	Notes: 
	NA

	Category
	Benefits

	Notes: 
	A Veteran may access non-VA Department care if VA does not offer the care or services the veteran requires. 







Submitted by: 
Joseph H. Duran
Director, Business Operations Administration (10D1A1)
Office of Community Care Veterans Health Administration, Department of Veterans Affairs, Washington, DC

Date: March 29, 2019 
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