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VA 
	
                                  
      U.S. Department 
  of Veterans Affairs


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


Date:  December 21, 2016


Subj:	Economic Impact Analysis for RIN 2900-AP94, Assisted Reproductive Technology treatments for certain veterans and spouses

	I have reviewed this rulemaking package and determined the following.

1.  This rulemaking will not have an annual effect on the economy of $100 million or more, as set forth in Executive Order 12866.  

2.  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.   

3.  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. 

4.  Attached please find the relevant cost impact documents. 

(Attachment 1):  Agency’s Impact Analysis, dated December 2, 2016
(Attachment 2): CFO Concurrence memo, dated December 19, 2016


Approved by:
Michael P. Shores, MSRC 
Acting, Director Regulation Policy & Management (00REG)
Office of the Secretary













(Attachment 1)
Impact Analysis for RIN 2900-AP94


Title of Regulation:  Assisted Reproductive Technology treatments for certain veterans and spouses

Purpose:  To determine the economic impact of this rulemaking. 

Background:  VA provides health care to eligible enrolled Veterans consistent with the medical benefits package (38 CFR 17.38).  As part of the medical benefits package, VA provides many different types of fertility treatments and procedures to Veterans.  These include infertility counseling, laboratory blood testing, surgical correction of structural pathology, reversal of a vasectomy or tubal ligation, medication, and various other diagnostic studies or treatments and procedures.  This list is not all-inclusive.  In vitro fertilization (IVF) is specifically excluded from the medical benefits package at 38 CFR 17.38(c)(2).

Section 260 of the Continuing Appropriations and Military Construction, Veterans Affairs, and Related Agencies Appropriations Act, 2017, and Zika Response and Preparedness Act (Public Law 114-223) states that VA may provide fertility counseling and treatment using assisted reproductive technology (ART) to a covered Veteran or the spouse of a covered Veteran, or adoption reimbursement to a covered Veteran.  ART treatments referred to in this law are those relating to reproductive assistance provided to a member of the Armed Forces who incurs a serious injury or illness on active duty pursuant to title 10 of the United States Code (U.S.C.) section 1074(c)(4)(A), as described in a policy memorandum issued by the Assistant Secretary of Defense for Health Affairs (ASD/HA) on April 3, 2012, titled “Policy for Assisted Reproductive Services for the Benefit of Seriously or Severely Ill/Injured (Category II or III) Active Duty Service Members,” and the guidance issued to implement such policy, including any limitations on the amount of such benefits available to such a member.  See Pub. L. 114-223, section 260(b) (2) and (3).  Veterans impacted by this law are those with a service-connected disability that results in the inability of the Veteran to procreate without the use of fertility treatment.  

This rulemaking expands the types of ART treatment available to certain Veterans by establishing an exception to the exclusion of IVF from the medical benefits package, providing that IVF may be provided to Veterans with a service-connected disability that results in the inability of the Veteran to procreate without the use of fertility treatment.  In addition, this rulemaking adds a section to 38 CFR part 17 stating that VA may provide fertility counseling and treatment using ART to a spouse of a Veteran with a service-connected disability that results in the inability of the Veteran to procreate without the use of fertility treatment to the extent such services are available to a Veteran under the medical benefits package, including IVF.  Such health care services may be provided consistent with the benefits relating to reproductive assistance provided to a member of the Armed Forces who incurs a serious injury or illness on active duty as described in DoD policy guidance.  Reimbursement of adoption expenses will be the subject of a separate rulemaking.


The Need for the Regulatory Action:  This rulemaking is based on P. Law 114-223 section 260 which states that VA may provide fertility counseling and treatment using assisted reproductive technology (ART) to a covered Veteran or the spouse of a covered Veteran.  A covered Veteran is a Veteran with a service-connected disability that results in the inability of the Veteran to procreate without the use of fertility treatment.  The medical benefits package, defining the medical services provided by VA, is found at 38 CFR 17.  

This rulemaking would amend the medical benefits package to authorize IVF for a Veteran with a service-connected disability that results in the inability of the Veteran to procreate without the use of fertility treatment, as well as for the spouse of that Veteran.  In addition, we add a new section stating that VA may provide fertility counseling and treatment using assisted reproductive technologies (ART), including IVF, to a spouse of a Veteran with a service-connected disability that results in the inability of the Veteran to procreate without the use of fertility treatment, to the extent such services are available to a Veteran under the medical benefits package.  Due to the specialized clinical nature of IVF and related treatments, this medical care will be provided by community providers. VA is aware  of communities of practice in Reproductive Endocrinology and other qualified infertility providers who are already committed to providing infertility treatments specifically to Veterans. VA is working with community providers to enable VA to make timely referrals for these medical services. In considering the various medical treatments to be provided to Veterans and Spouses of eligible Veterans, VA will follow a (pending)  VHA  IVF Directive which will be based on and reference medical Standards of care and procedures.

Public Law 114-223 is an appropriations bill, addressing federal appropriations for a period of two fiscal years.  At the expiration of that period VA will no longer be authorized to provide relevant care to a spouse of a covered veteran in the absence of renewal of statutory authority.  In that event, VA will publish a new rule to address this issue.  This impact analysis assumes that the statutory authority to provide fertility treatment and counseling to a spouse of a covered Veteran will continue.  VA has authority to provide IVF to Veterans, but based on a prior policy determination excludes such service from the medical benefits package for most Veterans.  This rulemaking creates an exception to that exclusion.  If the statutory authority to provide fertility treatment and counseling to a spouse of a covered Veteran is not renewed, VA will determine at that time whether it will continue to provide IVF to covered Veterans.

Estimated Impact:  Due to pent up demand, infertility expenditures are anticipated to be higher during the first 12 months of the program which is expected to begin halfway through FY 2017.  For the second half of FY 2017, expenditures associated with fertility treatments are estimated to be approximately $10.6 million (consisting of approximately $1.8 million for female Veterans and $8.8 million for female spouses of eligible male Veterans).  Expenditures are expected to increase to approximately $17.1 million in the first full year in FY 2018, decline to $12.3 in FY 2019 once pent up demand has subsided, and gradually increase to $14.2 million by FY 2021 due to inflation.  Total expenditures from FY 2017 to FY 2021 are expected to be approximately $67.4 million (approximately $11.4 million for female Veterans and $56.0 million for female spouses of eligible male Veterans).  In addition to the infertility treatment costs, expenditures for pregnancies resulting from fertility services that are also expected to be treated by VA are estimated to be $600 thousand from FY 2017 through FY 2021.

With the exception of IVF, fertility treatment for enrolled Veterans is already provided under the medical benefits package, and expenditures for those services are already accounted for in VA’s budget.  Therefore, estimated expenditures related to this rulemaking are only for IVF services that are not currently in VA’s budget and include additional costs for covered Veterans who are female (i.e., female Veterans with a service-connected disability that results in the inability of the Veteran to procreate without the use of fertility treatment) as well as IVF and fertility treatment for spouses of all covered Veterans.   These estimated expenditures are reflected in the table below.

	Infertility Treatment Expenditures

	 
	Female Veterans
	Female Spouses of Male Veterans
	Totals: Female Veterans and Female Spouses of Male Veterans

	FY
	Caseload
	Obligations
	Caseload
	Obligations
	Caseload
	Obligations

	
	
	(in 000's)
	
	(in 000's)
	
	(in 000's)

	2017
	67
	$1,800 
	239
	$8,800 
	306
	$10,600 

	2018
	104
	$2,900 
	370
	$14,200 
	474
	$17,100 

	2019
	71
	$2,100 
	253
	$10,200 
	324
	$12,300 

	2020
	73
	$2,200 
	260
	$11,000 
	333
	$13,200 

	2021
	75
	$2,400 
	267
	$11,800 
	342
	$14,200 

	5-year Total
	 
	$11,400 
	 
	$56,000 
	 
	$67,400 





	Pregnancy Associated Expenditures - Female Veterans Only 

	FY
	Caseload
	Obligations

	
	
	(in 000's)

	2017
	5
	$100 

	2018
	8
	$200 

	2019
	5
	$100 

	2020
	6
	$100 

	2021
	6
	$100 

	5-year Total
	 
	$600 




Assumptions and Methodology of the Analysis: 

Infertility Treatment Expenditures
The estimates begin by identifying the estimated population of severely wounded Veterans with infertility conditions incurred or aggravated during service as of FY 2015.  The population is projected forward each year from FY 2015 through FY 2021 to reflect estimates of new enrolled Veterans satisfying these criteria, though we assume that the benefit does not become available until FY 2017.  These assumptions are detailed in the table below.

	
	2015
	% Male
	% Female
	Annual Growth*

	SCI
	2,805
	100%
	0%
	1.28%

	Polytrauma
	1,263
	97%
	3%
	146 Veterans

	Genitourinary Injuries
	388
	91%
	9%
	31 Veterans

	Organ Loss
	1,483
	78%
	22%
	181 Veterans

	Total
	5,939
	 
	 
	 

	*  Growth rates for Polytrauma, Genitourinary injuries and organ loss are assumed to drop by 50% beginning in FY 2018



Additional details about the estimated population:

· The number and annual growth rate of Veterans with SCI and interest in infertility treatments was provided by Barry Goldstein, Deputy Chief Consultant, VACO/Patient Care Services Spinal Cord Injury and Disorders Services at VA.  The estimate is restricted to male Veterans under age 50. It is assumed that clinically, females with SCI do not need ART treatment to achieve pregnancy even though they may require other fertility assistance already covered byVA.

· The number of Polytrauma patients and the split by gender is based on the total number of cases treated by VA from FY 2003 through FY 2015.  This information was received from Douglas Bidelspach, Office of Rehabilitation Services, 10P4R.  Annual growth is estimated as double the number of new patients in the first two quarters of FY 2012.  The estimate includes all Polytrauma patients and is not refined to reflect only those with combat related infertility, but assumes they will have Service Connected conditions that will result in infertility.

· The number of Veterans with genitourinary injuries and the split by gender is based on counts for OEF/OIF/OND Veterans with G-U injuries provided by Aaron Schneiderman, Office of Public Health, VHA.  Annual growth is assumed to be 8% per year.

· The number of Veterans with loss of creative organs was provided by VBA and restricted to Veterans under the age of 50 with at least 30% service-connection and with specific injuries (women with ovary removal (code 7619) and men with complete atrophy of testis (code 7523) and removal of testis (code 7524)).  Per discussions with the Women's Health Workgroup, we assumed that all Veterans with SCI, Polytrauma or genitourinary conditions are also included in the organ loss counts and therefore, the projections reflect only the count of Veterans with loss of creative organ in excess of the SCI, Polytrauma and G-U projections.  Annual growth was based on the average growth rate from FY 2009 through FY 2012 (adjusted to reflect only the included conditions) but is expected to halve beginning in 2018. 

· During each year from FY 2017 to FY 2021, 4.6% of eligible Veterans (and their spouses) are assumed to use this benefit.  This is two times the approximate average rate with which otherwise healthy infertile females seek treatment.  The rate of use among eligible Veterans is assumed to be 9.1% in the first 12 months of the program (the second half of FY 2017 and the first half of FY 2018) to reflect the pent-up demand for this service.  The number of eligible Veterans multiplied by the expected use rate produces the expected number of cases.

Additional details about cost per case:

· Expected costs per case are developed based upon the anticipated distribution of services and costs per service from the Milliman Health Cost Guidelines, adjusted to reflect the differing care patterns that will be required for this population and approximately three ART cycles per patient, as cycles per patient will be limited by usual Standards of care to three completed cycles of IVF per patient.

· Costs in 2017 are shown in the following table.  These costs are increased by 5% annually to reflect medical inflation over time, developed using the Inpatient Hospital services component of the CPI-U (obtained from the Bureau of Labor Statistics) 3-month moving average annual inflation though April 2016.  Projected expenditures in each year are equal to the expected number of cases multiplied by the cost per case during that year.

	Average Cost Per Case (2017)

	SCI/Polytrauma/G-U
	Organ Loss

	Spouse of Male Veteran
	Female Veteran
	Spouse of Male Veteran
	Female Veteran

	$38,426 
	$26,294 
	$17,503 
	$26,294 



Pregnancies Resulting from ART

· VA has no statutory authority to provide health care related to pregnancy for a spouse of a covered Veteran, therefore VA has not calculated costs for the pregnancy in the non-Veteran spouse that results from this IVF Treatment.  Expenditure estimates for pregnancies resulting from fertility services were developed for female Veterans only.  All pregnancies resulting from infertility treatments other than ART are assumed to be associated with female Veterans that would have undertaken therapy in absence of legislation.  Consequently, their maternity expenses are assumed to already be part of the maternity services provided by VHA and no additional cost estimate is included for that maternity care. Pregnancy costs estimated for female Veterans assume 35% of infertility cases receive ART services.  

· For those patients receiving ART services, the percentage that are ultimately able to conceive and give birth is estimated to be 80%.  This is based on an average of approximately three ART cycles per patient and a per cycle pregnancy success rate of 33%, as indicated by the CDC's 2010 "National ART Success Rates Report".  10% of the pregnancies resulting from ART are assumed to be associated with female Veterans that would have undertaken the ART therapy in absence of legislation.  Of the new births resulting from new ART services it is assumed that 30% of female Veterans will rely on VHA for their maternity care.  This estimate is based on the estimated current reliance of female Veteran enrollees on VHA for their maternity care (15%), adjusted to reflect a higher reliance expectation among those patients accessing VHA for ART services.

· VHA's maternity care expenses (for both facility and professional services) reflect average Medicare allowable payment levels consistent with their current maternity payment levels.  A higher prevalence of complicated deliveries and a higher frequency of premature and multiple births is assumed.  The Society for Assisted Reproductive Therapy (SART) National Summary Reports data shows that the proportion of singleton, twin, and triplets-or-more live births was 77.5, 21.7, and 0.8 percent respectively in 2014.  VHA's inpatient facility maternity expenses are adjusted to reflect the higher length of stay and intensity expected for ART conceived singletons, twins, and triplets-or-more live births.  The maternity care expenses reflect up to 7 days of health care for newborns, consistent with current VA newborn care legislation.  The total cost per pregnancy is assumed to be $19,286 in 2017 which is increased by 5% annually to reflect medical inflation.

Submitted by:
Patricia Hayes, Chief Consultant for Women’s Health Services
Office of Patient Care Services
Department of Veterans Affairs
Washington, DC 20420
December 2, 2016





























(Attachment 2)
Department of
Veterans Affairs

Date:        December 19, 2016

From:       VHA Chief Financial Officer (10A3)

Subj:        Impact Analysis for RIN 2900-[WP2016-029],  Assisted Reproductive Technology treatments for certain veterans and spouses
To:           Chief Impact Analyst, Office of Regulation Policy and Management, Office of the General
Counsel (02REG)

1.  The VHA Chief Financial Officer concurs with the costs associated with the attached impact analysis for RIN 2900-[WP2016-029], Assisted Reproductive Technology treatments for certain veterans and spouses.   This analysis applies to Section 260 of the Continuing Appropriations and Military Construction, Veterans Affairs, and Related Agencies Appropriations Act, 2017, and Zika Response and Preparedness Act (Public Law 114-223), which states that VA may provide fertility counseling and treatment using assisted reproductive technology (ART) to a covered Veteran or the spouse of a
covered Veteran, or adoption reimbursement to a covered Veteran. ART treatments referred to in this law are those relating to reproductive assistance provided to a member of the Armed Forces who incurs a serious injury or illness on active duty pursuant to title 10 of the United States Code (U.S.C.) section 1074(c)(4)(A).  Veterans impacted by this law are those with a service-connected disability that results in the
inability of the Veteran to procreate without the use of fertility treatment.  Implementation of the proposal would be subject to availability of additional funds.

2.  This impact analysis includes a cost estimate that assumes that infertility expenditures are anticipated to be higher during the first 12 months of the program, due to pent up demand. The program is expected to begin halfway through FY 2017.  For the second half of FY 2017, expenditures associated with fertility treatments are estimated to be approximately $10.6 million.  Expenditures are expected to increase to approximately
$17.1 million in the first full year in FY 2018, decline to $12.3 in FY 2019 once pent up demand has been met, and gradually increase to $14.2 million by FY 2021 due to inflation. Total expenditures from FY 2017 to FY 2021 are expected to be approximately $67.4 million.

3.  Questions regarding this cost analysis may be directed to Ed Bernard, ACFO, Resource
Management, at (202) 443-5078.

Mark W. Yow
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