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DEPARTMENT OF VETERANS AFFAIRS
Regulation Policy and Management (02REG)
Office of the General Counsel
Washington, D.C.  20420



                                                                    		In Reply Refer to: 02REG
Date:  September 5, 2014 

From:	Chief Impact Analyst (02REG)

Subj:	Economic Impact Analysis for RIN 2900-AO79, Reimbursement of Certain Medical Expenses for Camp Lejeune Family Members

To:	Director, Regulations Management (02REG)

	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):  Agency’s Impact Analysis, dated September 2, 2014
 
Approved by:
Michael P. Shores (02REG)
Chief, Impact Analyst
Regulation Policy & Management
Office of the General Counsel








(Attachment)

Impact Analysis for RIN 2900-AO79

Title of Regulation: Reimbursement of Certain Medical Expenses for Camp Lejeune Family Members.

Purpose:  To determine the economic impact of this rulemaking.  
 
Background:  This rulemaking implements a statutory mandate that the Department of Veterans Affairs (VA) provide health care to certain family members who lived at Camp Lejeune, North Carolina, for at least 30 days during the time period of January 1, 1957, to December 31, 1987.  The Public Law (P.L.) 112-154 requires VA to provide health care to family members of Veterans who served on active duty in the Armed Forces at Camp Lejeune, North Carolina and are eligible for care based on the statute.  VA must provide reimbursement for health care for the 15 medical conditions or illnesses listed in the statute for eligible family members.  

Cost Benefit:  Making determinations about the 15 medical conditions or illnesses provided for in the law will require VA to evaluate complex medical issues, requiring a significant level of expertise and time and manual processing.  Determining family member administrative eligibility may be an intensive process in some cases and may involve Department of Defense, Veterans Benefits Administration (VBA), and Veterans Health Administration (VHA) personnel.   As a result of the enactment of P. L. 112-154, VHA must bear the cost of determining this eligibility, serving as the last payer and processing the claims for medical care for the eligible family members.   This is a completely new function and cost for VHA.  

This analysis sets forth the basic assumptions, methods, and data underlying the analysis and discusses the uncertainties associated with the estimates. 

· Administrative eligibility: A family member (FM) applicant may be administratively eligible by meeting all of these requirements—
· The Veteran who was the active duty sponsor of the FM was stationed at CL for 30 days or more (consecutive or non-consecutive) between January 1, 1957 and December 31, 1987 
· The applicant is a FM as defined for this program
· The FM lived on CL for 30 days or more (consecutive or non-consecutive) between January 1, 1957 and December 31, 1987

· Clinical eligibility: Administratively eligible FMs who have one of more of the 15 medical conditions or illnesses.


Assumptions for the Analysis  

Population Estimate for MCB Camp Lejeune and MCAS New River

To determine the population estimate for this analysis, VA obtained data from the U.S. Marine Corps in June 2009.  The Marine Corps provided VA with testimony and data from a response to Senator Akaka as a member of the Committee on Veterans Affairs:

Question: Please provide us with a detailed breakdown of the number of service members and family members who lived or worked on Camp Lejeune between 1957 and 1987. Specifically, please detail the number of active duty service members, spouses, children, and number of babies born to service members during that time. 

Answer: Unfortunately, detailed data for service members and family members who lived or worked on Camp Lejeune between 1957 and 1987 does not exist. The Marine Corps can only make crude estimations extrapolated from the limited available data using assumptions that will likely produce conservatively high estimations. We estimate that at Camp Lejeune between 1957 and 1987 there were: 

- As many as 630,000 service members. 
- As many as 60,000 spouses. 
- As many as 60,000 dependent children. 
- As many as 30,000 births. 
- Total population estimate = 400,000-800,000 

Note: These estimates do not include Marine Corps Air Station New River. Data from the Defense Manpower Data Center (DMDC), Camp Lejeune housing, Camp Lejeune schools, and previous Agency for Toxic Substances and Disease Registry (ATSDR) studies were used for these estimates.    

Since the estimates above did not include MCAS New River, VA requested new updates to the population estimates in June 2013.  As a result, the USMC provided VA with revised estimates that included population estimates for both Camp Lejeune and MCAS New River. The new estimates are as follows:  

	Population Estimate for MCB Camp Lejeune and MCAS New River (57-87)


	Service members 
	730,133 

	Family members 
	125,829 

	Births 
	30,000 

	TOTAL 
	885,962 

	Rounded up to next 1,000 
	886,000 




Service members 

For the service member portion of the estimation, data was utilized from the Defense Manpower Data Center (DMDC) and the Marine Corps History Division. DMDC data were queried using Marine Corps Reporting Unit Codes (RUCs) for service members whose records indicate they were stationed at Camp Lejeune and/or MCAS New River sometime during their military careers (DMDC data only goes back to 1975). For the 12 year period from 1975-1987, unique Social Security Numbers (SSN’s) were identified in the DMDC dataset and divided by 12 to create a yearly average. 

The Camp Lejeune service member yearly average was then compared to the average total Marine Corps end strength numbers for the same time period in order to establish a comparative baseline. It was assumed that the Camp Lejeune service member population and the total Marine Corps end strength would have similarly fluctuated between 1953-1974. This methodology and assumptions yielded the following estimates: 

• ~730,133 service members: 1957-1987 for Camp Lejeune and MCAS New River 

Dependents

Below is unit data on the 10 Camp Lejeune family housing areas 1953-1987:
 
• Berkeley Manor (built in 1961): 677 units. 
• Courthouse Bay (built in 1942): 8 units. 
• Hospital Point (built in 1947): 24 units. 
• Knox Mobile Home Park: 112 units. 
• Midway Park (built in 1942): 697 units. 
• Paradise Point (built in phases through 1962): 510 units. 
• Rifle Range (built in 1942): 5 units. 
• Tarawa Terrace I & II (built in 1951): 1843 units. 
• Watkins Village (built in 1978): 250 units. 
• MCAS New River (built in 1958): 433 units. 

Assuming 100% occupancy, with an average of 2 additional persons per housing unit (one spouse, one child) and an average length of stay at Camp Lejeune of 2 years, yielded the following estimates: 

• ~125,829 family members: 1957-1987 for Camp Lejeune and MCAS New River 

In-Utero/New CL Births 

The Agency for Toxic Substances and Disease Registry estimates that there were 16,000-17,000 babies birthed by mothers who resided at Camp Lejeune 1968-1985. This is approximately 1,000 births per year. Extrapolating from that would equate to approximately 34,000 births from 1953-1987 and approximately 30,000 births from 1957-1987. 

Summary of US Marine Corps’ Estimated Results  

The Marine Corps estimations are extrapolated from limited available data. With that understanding and based on the above assumptions, the following estimates are provided.


Methodology of the Analysis

There is a substantial uncertainty as to the number of CLFMs that will submit and be found eligible for services under this law, the speculative data from USMC, whether or not one or more of the conditions is a direct result of toxins from CL, whether or not they are currently receiving affordable care/treatment and whether or not the CLFM is aware of the benefits offered by this law.  As we implement the provisions of the CLFM program and as the actual number of participating FMs and their conditions become known, the range of the financial outcomes will become more specific.  Similarly, as data becomes available on the different types of conditions being approved, it will be possible to evaluate the financial effects of this rulemaking with greater certainty. 

Based on the US Marine Corps’ latest estimates and assumptions identified above, it was determined that there are approximately 156,000 family members who lived or worked on Camp Lejeune between 1957 and 1987.  This estimate consists of 66,000 spouses, 60,000 children and 30,000 births.  This is a 6,000 family member increase from the 150,000 estimates provided by the USMC in 2009.    

Utilizing this CLFM population of 156,000, we developed an age adjusted cohort (age adjusted to 2012) from this population, because there is an eligibility period of this regulation that dates back fifty seven years ago to this date.  To adequately distinguish the data from the USMC above and reflect the current age of these FMs, we first distributed the cohorts by new CL births and CL spouses.  

New CL Births

The Agency for Toxic Substances and Disease Registry estimates that there were 16,000-17,000 babies birthed by mothers who resided at Camp Lejeune 1968-1985. This is approximately 1,000 births per year. Extrapolating from that would equate to approximately 30,000 births from 1957-1987.  VA assumed there would have been 1,000 births per year for the 30 year period on CL.  Based on the Marine Corps data, there were as many as 60,000 children arriving and 30,000 born on CL from 1957 to 1987.   However, these estimates do not mention or account for when or at what age family members resided on CL.  Table 1 below depicts our assumptions regarding the age distribution of arriving and newborn children.  The new birth counts are cumulative and spread over a 30 year period. VA estimates that there would be a larger newborn and infant population in the early years of the spouse’s age.  

In order to determine out-growth demographics, we designed this table to account for the newborns’ aging and gender, which over time would cumulatively count for the additional 60,000 family members (children) who are estimated to have resided in CL over this 30 year period.  The design or methodology to this approach was necessary in order to determine current ages of the FMs and current population count with mortality factored in.    

Table 1: Estimated Number of Arriving and Newborn Children at CL (1957 to 1987)

	Estimated New Arrivals                        (For age<1, 1,000 births per year for 30 years)

	Age
	Count
	M
	F

	<1
	1,000
	500
	500

	1
	500
	250
	250

	2
	250
	125
	125

	3
	150
	75
	75

	4
	125
	63
	63

	5
	100
	50
	50

	6
	90
	45
	45

	7
	80
	40
	40

	8
	75
	38
	38

	9
	70
	35
	35

	10
	70
	35
	35

	11
	65
	33
	33

	12
	65
	33
	33

	13
	60
	30
	30

	14
	60
	30
	30

	15
	55
	28
	28

	16
	50
	25
	25

	17
	50
	25
	25

	18
	45
	23
	23

	>18
	40
	20
	20

	 
	3,000
	1,500
	1,500




CL Spouses
Based on the Marine Corps data, there were as many as 66,000 spouses who resided on CL from 1957 to 1987.  We determined this would equate to approximately 2,300 spouses newly arriving per year, spread over a 30 year period.  We assumed the spouses age range would be between 20 and 35+ even though Marine Corps data does not indicate or account for the fact that junior enlisted family housing was uncommon at CL in early years.   

Table 2 below depicts a count of the number of spouses and a range of their ages, which is not age adjusted in this table.  The counts are cumulative and spread over the 30 year period.  In order to determine out-growth demographics, we designed this table to account for the spouses’ gender and growth in age.  The design or methodology to this approach was necessary in order to determine current ages of the FMs, gender and current population count with mortality factored in.    


Table 2: Estimated Number of Spouses Residing at CL (1957 to 1987)

	Estimated Spouse Counts                                                                    (2,300 per year for 30 years)

	Age 
	Count
	F
	M

	20
	60
	59
	1

	21
	73
	72
	1

	22
	84
	82
	2

	23
	96
	94
	2

	24
	108
	106
	2

	25
	120
	118
	2

	26
	132
	130
	2

	27
	142
	139
	3

	28
	149
	146
	3

	29
	159
	156
	3

	30
	172
	169
	3

	31
	181
	178
	3

	32
	191
	188
	3

	33
	201
	198
	3

	34
	211
	208
	3

	35+
	221
	217
	4

	 
	2,300
	2,260
	40



Estimated Total CLFM Population

To best represent the total family population estimates provided by the US Marine Corps (66,000 spouses, 60,000 children, 30,000 new births = 156,000), we combined the separate cohorts (New CL Births, CL arriving children, and CL Spouses) into Table 3 below.  Table 3 is a cumulative estimate of the CLFM population across a 30 year period, and is age adjusted to the year 2012.  We did not limit the table to a 30 year age range, because we intend to use the outgrowth ages of 90+ to determine mortality rates.  We did start the table with an age of 25, because this would be the age of the youngest individual who could have possibly been born in the 30 year period of 1957 – 1987 (2012 – 1987 = 25).  As shown in Table 3, the newborn and children column starts declining after age 54.  The age of 55 represents the oldest individual who could have been born in the 30 year period of 1957 – 1987 (2012 – 1957 = 55).

VA utilized CDC’s Decennial Life table method to obtain measures of comparative longevity for the total CLFM population.  The life table used for this analysis reports current life tables for the United States based on age-specific mortality rates for the period 1969-71.  We used this period (1969-71) because it best represents the median birth year amongst the total CL family population.  VA recognizes that utilizing the median birth year via the life tables will not result in precise mortality rates, but this was the most viable approach based on the following uncertainties:

· CL data does not provide specific birth years for the 30,000 new births nor does it distribute an annual amount for a specific year during the 30 year period.
· CL data does not provide specific birth years for the 56,000 spouses or 60,000 children nor does it distribute an annual amount for a specific year during the 30 year period. 
· CL data does not have a distribution of the ages, gender or specific periods of time individuals resided on CL.
The life table mortality rate period (1969-71) used for this analysis reflects a 17.9% death rate (representing the weighted average non-survival rate over all relevant ages, ranging from 3.0% for female CLFM who currently are or would be 25 to 94.9% for male CLFM who currently are or would be 90+), which yields a current (2012) CLFM population count of 127,874.  




















Table 3:  Estimated Total CLFM Population (Age adjusted to 2012)
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Table 3: (Cont.)
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Methodology for Determining Prevalence Rates for Cancerous Conditions 

Prevalence is defined as the number or percent of people alive on a certain date in a population who previously had a diagnosis of the disease. It includes new (incidence) and pre-existing cases and is a function of both past incidence and survival.  Prevalence for a specific population can be determined by using a rate multiplied by the population. US rates of cancer are published by the National Cancer Institute and can be found at the following link, http://seer.cancer.gov/statistics/summaries.html. Discrete causes of cancer are for the most part are unknown. VA will be unable to exclude exposure to the contaminated water as a risk factor for later development of cancer. For the purposes of this analysis, we will assume that all cancers cited in the law will be covered. This is because cancers can definitively be diagnosed, are specifically cited in the law, but specific causes cannot be determined. This is similar to how VA deals with Agent Orange exposure and subsequent development of lung cancer in heavy smokers. Smoking is probably the major causative factor but exposure to other toxins such as Agent Orange is also as likely as not a contributory risk factor. Causes of other conditions cited in the law such as female infertility can be more definitively ruled out based on scientific literature.  

Breast Cancer (female)

To determine the number of female CLFMs who may develop or may be diagnosed with breast cancer, VA utilized the US Female Population 2010 Census (F=156,964,212) and the prevalence rate for breast cancer from the National Cancer Institute, Surveillance, Epidemiology, and End Results Program (SEER). http://seer.cancer.gov/statfacts/html/breast.html  

In 2011, there were an estimated 2,899,726 women living with breast cancer in the U.S.  VA then divided this number by the US female population 2010 Census (F=156,964,212) and multiplied it by the CLFM female population (87,502).  It is estimated that 1,616 female CLFMs may be or previously had been diagnosed with breast cancer. 

Breast Cancer (male)
The American Cancer Society estimates for breast cancer in men in the United States for 2014 are:
· About 2,360 new cases of invasive breast cancer will be diagnosed 
· About 430 men will die from breast cancer 
Breast cancer is about 100 times less common among men than among women. For men, the lifetime risk of getting breast cancer is about 1 in 1,000. The number of breast cancer cases in men relative to the population has been fairly stable over the last 30 years. http://www.cancer.org/cancer/breastcancerinmen/detailedguide/breast-cancer-in-men-key-statistics
Kidney Cancer 

To determine the number of CLFMs who may develop or may be diagnosed with kidney cancer, VA utilized the US Population 2010 Census (N=308,745,538) and the prevalence rate for kidney cancer from the National Cancer Institute, Surveillance, Epidemiology, and End Results Program (SEER). http://seer.cancer.gov/statfacts/html/kidrp.html 

In 2011, there were an estimated 358,603 people living with kidney cancer in the U.S.  VA then divided this number by the US population 2010 Census (N=308,745,538) and multiplied it by the CLFM population (127,874).  It is estimated that 149 CLFMs may be or previously had been diagnosed with kidney cancer.  

Lymphoma Non Hodgkins Cancer 

To determine the number of CLFMs who may develop or may be diagnosed with lymphoma non-hodgkins cancer, VA utilized the US Population 2010 Census (N=308,745,538) and the prevalence rate for lymphoma non-hodgkins cancer from the National Cancer Institute, Surveillance, Epidemiology, and End Results Program (SEER). http://seer.cancer.gov/statfacts/html/nhl.html 

In 2011, there were an estimated 530,919 people living with lymphoma non-hodgkins cancer in the U.S.  VA then divided this number by the US population 2010 Census (N=308,745,538) and multiplied it by the CLFM population (127,874).  It is estimated that 220 CLFMs may be or previously had been diagnosed with lymphoma non-hodgkins cancer.  

Esophageal Cancer 

To determine the number of CLFMs who may develop or may be diagnosed with esophageal cancer, VA utilized the US Population 2010 Census (N=308,745,538) and the prevalence rate for esophageal cancer from the National Cancer Institute, Surveillance, Epidemiology, and End Results Program (SEER).  http://seer.cancer.gov/statfacts/html/esoph.html 

In 2011, there were an estimated 34,511 people living with esophageal cancer in the U.S.  VA then divided this number by the US population 2010 Census (N=308,745,538) and multiplied it by the CLFM population (127,874).  It is estimated that 14 CLFMs may be or previously had been diagnosed with esophageal cancer.  

Lung Cancer

To determine the number of CLFMs who may develop or may be diagnosed with lung cancer, VA utilized the US Population 2010 Census (N=308,745,538) and the prevalence rate for lung cancer from the National Cancer Institute, Surveillance, Epidemiology, and End Results Program (SEER). http://seer.cancer.gov/statfacts/html/lungb.html 
In 2011, there were an estimated 402,326 people living with lung cancer in the U.S.  VA then divided this number by the US population 2010 Census (N=308,745,538) and multiplied it by the CLFM population (127,874).  It is estimated that 167 CLFMs may be or previously had been diagnosed with lung cancer.  

Bladder Cancer

To determine the number of CLFMs who may develop or may be diagnosed with bladder cancer, VA utilized the US Population 2010 Census (N=308,745,538) and the prevalence rate for bladder cancer from the National Cancer Institute, Surveillance, Epidemiology, and End Results Program (SEER).  http://seer.cancer.gov/statfacts/html/urinb.html 

In 2011, there were an estimated 571,518 people living with bladder cancer in the U.S.  VA then divided this number by the US population 2010 Census (N=308,745,538) and multiplied it by the CLFM population (127,874).  It is estimated that 237 CLFMs may be or previously had been diagnosed with bladder cancer.  

Leukemia

To determine the number of CLFMs who may develop or may be diagnosed with leukemia, VA utilized the US Population 2010 Census (N=308,745,538) and the prevalence rate for leukemia from the National Cancer Institute, Surveillance, Epidemiology, and End Results Program (SEER).  (http://seer.cancer.gov/statfacts/html/leuks.html.) 

In 2011, there were an estimated 302,800 people living with leukemia in the U.S.  VA then divided this number by the US population 2010 Census (N=308,745,538) and multiplied it by the CLFM population (127,874).  It is estimated that 125 CLFMs may be or previously had been diagnosed with leukemia.  

Myeloma

To determine the number of CLFMs who may develop or may be diagnosed with myeloma, VA utilized the US Population 2010 Census (N=308,745,538) and the prevalence rate for myeloma from the National Cancer Institute, Surveillance, Epidemiology, and End Results Program (SEER). http://seer.cancer.gov/statfacts/html/mulmy.html

In 2011, there were an estimated 83,367 people living with myeloma in the U.S.  VA then divided this number by the US population 2010 Census (N=308,745,538) and multiplied it by the CLFM population (127,874).  It is estimated that 35 CLFMs may be or previously had been diagnosed with myeloma.  






Methodology for Determining Prevalence Rates for Non-Cancerous Conditions 

Neurobehavioral Effects  

VA assumes there will be a large number of claims for neurobehavioral effects, but following the guidelines there will be few found to have persistent neurobehavioral effects.   Following the guidelines it is likely that children born or in-utero at CL who have autism, ADHD or other chronic behavioral issues that have required ongoing treatment will be found covered.  

According to the current scientific literature, neurobehavioral symptoms potentially associated with high levels of solvent exposure have included acute decrements in concentrating ability and visuospatial skills and fine motor abnormalities, at, or shortly after, solvent exposure.  Neurobehavioral symptoms secondary to the contaminant levels in the water at Camp Lejeune would likely have been manifest at the time of exposure or shortly thereafter.

In assessing whether current neurobehavioral effects that require medical treatment are associated with exposure to water contaminants at Camp Lejeune, clinicians should evaluate the onset and duration of symptoms to determine the relationship between the Veteran or family member’s current symptoms and past (or remote) exposure to volatile organic compounds.  The scientific literature to date (see references below) indicates that with the type of exposure at Camp Lejeune (contaminated water used by adults for activities such as drinking and bathing), and its remoteness in time (the exposure occurred decades ago), it is unlikely that neurobehavioral effects would have persisted and would still require treatment at this time.   Current scientific evidence suggests that it is even more unlikely for neurobehavioral effects to occur after a long (years) asymptomatic period after the period of exposure.  For the purposes of this analysis, we assume that neurobehavioral effects occurring after a long asymptomatic period are unlikely to be secondary to the contaminated water at Camp Lejeune.  

 “Epidemiologic studies of solvent exposure and neurobehavioral outcomes have for the most part addressed nonspecific solvents or solvents in the aggregate. Overall, there is limited/suggestive evidence of an association between principally inhalation exposure to solvents and neurobehavioral outcomes; the most support is of visuomotor and motor function, fatigue, headache, and deficits in concentration. Most of those effects were reported concurrently with exposure, and there has been little study of whether effects persist after exposure ceases. Animal toxicologic studies also report effects on the nervous system, such as depression of the central nervous system, attention deficits, deficits in visual discrimination, alterations in visual evoked potentials, altered sleep pattern, and reduced exploratory behavior in rats and rabbits exposed for weeks to moderate vapor concentrations of TCE. These changes generally appear to be reversible. Residual auditory loss resulting from losses of cochlear spiral ganglion and hair cells, have been observed in rats inhaling high concentrations of TCE. Similar effects have been found in rodents exposed to PCE. In addition, studies of PCE have shown changes in behavior and neurochemical markers at lower levels. Some animal data suggest sensitive windows during development when organisms are more susceptible to PCE exposure, which results in alterations of neurologic development and behavior.” NAS page 182, http://www.nap.edu/openbook.php?record_id=12618&page=182. 

Following the guidelines it is likely that children born or in-utero at Camp Lejeune who have autism, ADHD or other chronic behavioral issues that have required ongoing treatment will be found covered.  For the purposes of this analysis we used ADHD as an example.  Current prevalence of ADHD diagnosed in the population between the ages of 4 to 17, is 11%. (http://jaacap.org/webfiles/images/journals/jaac/visser.pdf)  Current literature also has found that of those children with ADHD, 4.4% have persistent symptoms as adults (see references below).

Of those diagnosed with ADHD as a child, 4.4% will have persistent symptoms as adults.  VA multiplied 4.4% by the estimated 30,000 CLFMs who were born or in-utero at Camp Lejeune and multiplied this number by 11% to estimate the number of diagnosed cases in the CLFM population.  It is estimated that 145 CLFMs may be diagnosed with neurobehavioral effects. 

Attarchi MS, Labbafinejad Y, Mohammadi S. 2010. Occupational exposure to different levels of mixed organic solvents and colour vision impairment. Neurotoxicol Teratol. 32(5):558-62.
Baker and Seppalainen 1986. International Solvent Workshop, Raleigh, N.C. October 1985. ; Anonymous. 1986. Human aspects of solvent neurobehavioral effects (Raleigh Workshop). Neurotoxicology 7:43-56.
Chen R, Dick F, Semple S, Seaton A, Walker LG. 2001. Exposure to organic solvents and personality. Occup Environ Med. 58(1):14-8.
Costa TL, Barboni MT, Moura AL, Bonci DM, Gualtieri M, de Lima Silveira LC, Ventura DF. 2012. Long-term occupational exposure to organic solvents affects color vision, contrast sensitivity and visual fields. PLoS One. 7(8):e42961
Dick FD, Bourne VJ, Semple SE, Fox HC, Miller BG, Deary IJ, Whalley LJ. 2010. Solvent exposure and cognitive ability at age 67: a follow-up study of the 1947 Scottish Mental Survey. Occup Environ Med. 67(6):401-7. 
Flodin U, Edling C, Axelson O. 1984. Clinical studies of psychoorganic syndromes among workers with exposure to solvents. Am J Ind Med.5:287-95.
Janulewicz PA, White RF, Winter JM, et al. 2008. Risk of learning and behavioral disorders following prenatal and early postnatal exposure to tetrachloroethylene (PCE)-contaminated drinking water. Neurotoxicol. Teratol. 30(3):175-185.
Kilburn KH, Warshaw RH. 1993. Effects on neurobehavioral performance of chronic exposure to chemically contaminated well water. Toxicol Ind Health. 9(3):391-404.
Meyer-Baron M, Blaszkewicz M, Henke H, Knapp G, Muttray A, Schäper M, van Thriel C. 2008. The impact of solvent mixtures on neurobehavioral performance: conclusions from epidemiological data. Neurotoxicology29:349-60.
NIOSH.  Organic Solvent Neurotoxicity. Current Intelligence Bulletin 48. DHHS (NIOSH) Publication Number 87-104  (http://www.cdc.gov/niosh/docs/87-104/ )
Reif JS, Burch JB, Nuckols JR, Metzger L, Ellington D, Anger WK. 2003. Neurobehavioral effects of exposure to trichloroethylene through a municipal water supply. Environ Res. 93(3):248-58.
van Valen E, Wekking E, van der Laan G, Sprangers M, van Dijk F. 2009. The course of chronic solvent induced encephalopathy: a systematic review. Neurotoxicology. 30:1172-86. 
Zamyslowska-Szmytke E, Politanski P, Sliwinska-Kowalska M. 2011. Balance system assessment in workers exposed to organic solvent mixture. J Occup Environ Med. 53(4):441-7.

Myelodysplastic syndrome 

According to the National Cancer Institute, Surveillance, Epidemiology, and End Results Program (SEER), data from 2001 through 2003 indicated that the risk of MDS increased with age, and approximately 86% of MDS cases were diagnosed in individuals aged > or =60 years (median age at diagnosis = 76 years). Men had a significantly higher incidence rate than women (4.5 vs 2.7 per 100,000 per year). http://www.ncbi.nlm.nih.gov/pubmed/17345612  

Because the CLFM population includes both males and females, VA used a weighted average of 3.6 (Avg. 4.5 & 2.7) per 100,000 incidence rate and multiplied it by the US population (308,745,538) to determine the number of diagnosed cases in the U.S.  This number (11,115) was divided by the US population and multiplied by the CLFM population (127,874) to estimate the number of diagnosed cases in the CLFM population.  It is estimated that 5 CLFMs may be diagnosed with myelodysplastic syndrome. 

Scleroderma

According to the US National Library of Medicine National Institutes of Health, the overall incidence rate of scleroderma in the adult population of the United States is approximately 20 per million per year; this rate has increased from 1944 to 1973, but has been relatively stable since that time. The prevalence of scleroderma in the United States also seems to be stable over the past two decades with a prevalence estimate for adults of 240 per million.  The greatest difference in age-specific incidence rates occurs in the young to middle adult age group (less than 54 years of age).  VA used this 240 per 100,000,000 prevalence and multiplied it by the US population (308,745,538) to determine the number of diagnosed cases in U.S. This number (741) was divided by the US population and multiplied by the CLFM population (127,874) to estimate the number of diagnosed cases in the CLFM population.  It is estimated that 0 CLFMs may be diagnosed with scleroderma. 

Female Infertility

While a history of female infertility may be a frequent claim by CLFMs, very few will actually require ongoing treatment. The current estimated CLFM child bearing age population is 25,878.  Most female CLFMs are older and are postmenopausal.  Scientific review suggests that infertility from exposure to volatile organic solvent resolves after cessation of exposure.  Last known date of exposure occurred over 27 years ago (NAS p. 181-182). Therefore, it is extremely unlikely that VA will be supporting any infertility treatments in the current population who are of child bearing age. It is slightly or more  likely that a female CLFM will claim continuing side effects such as depression from being unable to conceive.  

One study of 200 couples seen consecutively at a fertility clinic, for example, found that half of the women and 15% of the men said that infertility was the most upsetting experience of their lives.  Another study of 488 American women who filled out a standard psychological questionnaire before undergoing a stress reduction program concluded that women with infertility felt as anxious or depressed as those diagnosed with cancer, hypertension, or recovering from a heart attack. http://www.health.harvard.edu/newsletters/Harvard_Mental_Health_Letter/2009/May/The-psychological-impact-of-infertility-and-its-treatment

Following the clinical guidelines and based on the reference above, VA estimates that approximately 2% of the female CLFM population who are experiencing or have experienced infertility will be found to have long term mental health effects from female infertility.  To estimate the projected caseload for female infertility, VA determined that there are approximately 1.5 million female infertility cases in the U.S.  VA divided this number by the U.S. female adult population (156,964,212) and multiplied it by the number of females in the CLFM population (87,502) and then multiplied this number by 2%.  It is estimated that 17 female CLFMs may have long term mental health effects from female infertility. 

Hepatic Steatosis         

Hepatic steatosis is not a disease, rather it is a common pathological finding in medical conditions that affect the liver.  In western countries, it affects up to one third of the population and up to 75% in some subgroups such as obese patients (see references below).  Hepatic steatosis or simple fatty liver can be caused by a variety of conditions including alcohol abuse, overweight or obesity, Type 2 Diabetes, metabolic syndrome, medication use and hepatitis.Generally hepatic steatosis or fatty liver resolves by treating the underlying condition (see references below).   In evaluating whether a Camp Lejeune Veteran or family member has hepatic steatosis related to Camp Lejeune, the clinician should consider whether it is more likely than not that the patient has fatty liver disease from a known etiology.  The most common causes of hepatic steatosis include obesity and alcohol abuse.  If a patient’s clinical course is consistent with a known cause of hepatic steatosis, their treatment for hepatic steatosis is not included in this estimate.  Review of the literature suggests that 10% or less will have no obvious cause for hepatic steatosis. Following the clinical guidelines VA will be required to provide treatment to those who have no obvious cause of their hepatic steatosis.
https://www.clinicalkey.com/topics/gastroenterology/fatty-liver-disease.html 

Mishra P, Younossi ZM. 2007. Current treatment strategies for non-alcoholic fatty liver disease (NAFLD). Curr Drug Discov Technol. 4(2):133-40.
Raman M, Allard J. 2006. Nonalcoholic fatty liver disease: A clinical approach and review. Can J Gastroenterol. 20(5): 345–349. 

Younossi ZM. 2008. Review article: current management of non-alcoholic fatty liver disease and non-alcoholic steatohepatitis. Aliment Pharmacol Ther.28(1):2-12. 
VA has determined that there are approximately 30 million hepatic steatosis cases in the U.S.  VA divided this number by the U.S. population and multiplied it by the CLFM population (127,784) and then by 10% to estimate the number of diagnosed cases in the CLFM population.  It is estimated that 1,243 CLFMs may be diagnosed with hepatic steatosis.    

Miscarriage

While a history of miscarriage may be a frequent claim by CL family members, very few will actually require ongoing treatment. The estimated CLFM who are currently of child bearing age population is 25,878.  Most female CLFM are older and are post menopausal. Scientific review suggests that miscarriage from exposure to volatile organic solvent resolves completely after cessation of exposure. Last know date of exposure occurred over 27 years ago (NAS p. 181-182). Therefore it is extremely unlikely that VA will be supporting any  treatments for miscarriage in the current population who are of child bearing age . It is slightly more likely that a female CLFM will claim continuing side effects such as depression from having a miscarriage. 

Pregnancy loss associated with miscarriage or stillbirth is common, affecting more than an estimated 1 million women in the USA.  Following the clinical guidelines and based on the reference following this paragraph, VA estimates that approximately 2% of CLFMs who have experienced miscarriage will be found to have long term mental health effects from miscarriage.  VA determined that there are approximately 1 million miscarriage cases in the U.S.  VA divided this number by the U.S. female adult population (156,964,212) and multiplied it by the number of females in the CLFM population (87,502) and then by 2%.  It is estimated that 11 female CLFMs may have long term mental health effects from miscarriage.     
http://bjp.rcpsych.org/content/early/2011/03/03/bjp.bp.110.083105.full.pdf   

Renal Toxicity
According to the Centers for Disease Control and Prevention, Chronic Kidney Disease (CKD), Renal Toxicity is common among adults in the United States.  Kidney failure is also called end-stage renal disease (ESRD) or Stage 5 CKD.  ESRD is more common among adults over 70 years of age. The CDC estimates that more than 10% of adults in the United States—more than 20 million people—may have CKD, of varying levels of seriousness. Your chances of having CKD increase with age; it increases after age 50 years and is most common among adults older than 70 years.  
Age-Adjusted Prevalence of CKD Among US Adults
Aged 20 Years and Older, 1999-2010
[image: Age-Adjusted Prevalence of Chronic Kidney Disease among adult U.S. adults aged 20 years or older]
VA applied the 10% prevalence to the CLFM population and assumed that 5% of those with renal failure have no known obvious cause and according to the clinical guidelines would be covered under the CLFM program.  It is estimated that 538 CLFMs may develop or will be diagnosed with renal toxicity. http://www.cdc.gov/diabetes/pubs/factsheets/kidney.htm 
 

Brosnahan G, Fraer M. 2010. Chronic kidney disease: whom to screen and how to treat, part 1: definition, epidemiology, and laboratory testing.  South Med J. 103(2):140-6. 
Calvert GM, Ruder AM, Petersen MR. 2011. Mortality and end-stage renal disease incidence among dry cleaning workers. Occup Environ Med.68(10):709-16. 
Jacob S, Héry M, Protois JC, Rossert J, Stengel B. 2007. Effect of organic solvent exposure on chronic kidney disease progression: the GN-PROGRESS cohort study. J Am Soc Nephrol. Jan;18(1):274-81.
NIDDK. National Institutes of Health. U.S. Department of Health and Human Services. Kidney Disease Statistics for the US. Available: http://kidney.niddk.nih.gov/kudiseases/pubs/kustats/KU_Diseases_Stats_508.pdf. [Downloaded 1 March 2013]
For the purposes of this analysis, VA will be unable to exclude exposure to the contaminated water as a risk factor for later development of cancer. This is because cancers can definitively be diagnosed, are specifically cited in the law, but specific causes cannot be determined. Therefore, VA has estimated the maximum number of diagnosed cases in the CLFM population by prevalence (see Table 4).

Table 4: Prevalence Rates for All (15) Conditions Identified Above

	2010 U.S. Population Census (N=308,745,538)
	# of Diagnosed Cases in U.S. (SEER)                         (Prevalence)                               
	Estimated # of Diagnosed Cases in CLFM Population (Prevalence)

	Conditions  
	
	

	Breast Cancer     (F)  N=87,502
	2,899,726
	1616

	Breast Cancer (M)  N=8,594
	*ACS Est:                           (1 out 1,000)
	9

	Kidney Cancer   N=127,874
	358,603
	149

	Lymphoma Non-Hodgkins                     N=127,874
	530,919
	220

	Esophageal Cancer                N=127,874
	34,551
	14

	Lung Cancer                N=127,874
	402,326
	167

	Bladder Cancer                       N=127,874
	571,518
	237

	Leukemia                 N=127,874        
	302,800
	125

	Myeloma                   N=127,874
	83,367
	35

	Neurobehavioral Effects
	4.4% ADHD in adult population
	145

	Myelodysplastic Syndrome
	11115
	5

	Scleroderma
	741
	0

	Female Infertility
	1,500,000
	17

	Hepatic Steatosis
	30,000,000
	1,243

	Miscarriage
	1,000,000
	11

	Renal Toxicity
	26,000,000
	538

	Subtotals:
	NA
	4,530

	* - American Cancer Society Estimates


Furthermore, there is a substantial uncertainty as to when the number of CLFMs will submit and be found eligible for services under this law for the following reasons:  the speculative data from USMC, whether or not one or more of the conditions is a direct result of toxins from CL, whether or not they are currently receiving affordable care/treatment and whether or not the CLFM is aware of the benefits offered by this law.  

Utilizing the maximum number of diagnosed cases in the CLFM population by prevalence, identified in Table 4, VA projected a range (10%, 25%, 50%, & 100%) of the potential diagnosed cases in the CLFM population (see Table 5) that may submit and be found eligible for services under this law.  

	Table 5: Range of Diagnosed Cases in the CLFM Population

	Conditions
	Range of Diagnosed Cases in the CLFM Population

	
	10%
	25%
	50%
	100%

	Bladder cancer 
	24
	59
	119
	237

	Breast cancer 
	163
	406
	813
	1,625

	Esophageal cancer 
	1
	4
	7
	14

	Female infertility 
	2
	4
	9
	17

	Hepatic steatosis 
	124
	311
	622
	1,243

	Kidney cancer 
	15
	37
	75
	149

	Leukemia 
	13
	31
	63
	125

	Myeloma 
	4
	9
	18
	35

	Lung cancer 
	17
	42
	84
	167

	Miscarriage 
	1
	3
	6
	11

	Myelodysplastic syndromes 
	1
	1
	3
	5

	Neurobehavioral effects 
	15
	36
	73
	145

	Non-Hodgkin’s lymphoma 
	22
	55
	110
	220

	Renal toxicity 
	54
	135
	269
	538

	Scleroderma 
	0
	0
	0
	0

	Total
	453
	1,133
	2,266
	4,531
















FTE Costs for Reimbursing Care

Clinical Provider FTE Costs

VA will require 3 Clinical Providers to support the review of the clinical eligibility and claims submitted for reimbursement. The clinical providers will be employees of the War-Related Injury and Illness Study Centers (WRIISC) and will support the CL Program.  The providers are based in the WRIISC located in Washington, DC, Palo Alto, CA and Lyons, NJ.  The Clinical Provider FTE represents 3 physicians with specialized training to assist in complex and difficult eligibility determinations as well as difficult claim reviews – where a lay person cannot make a determination if one of the 15 covered medical conditions or illnesses was present.  They are located in different geographical areas, so that they may support other VHA initiatives in the medical service area.  The providers are expected to spend 80% of their time on Camp Lejeune issues and their remaining time on WRIISC issues.  These providers are expected to be hired in October 2014.  

Based on the Office of Personnel Management’s CY 2014 General Schedule (GS) Locality Pay Tables, located at https://www.opm.gov/policy-data-oversight/pay-leave/salaries-wages/2014/general-schedule/, and increased by 34 percent to account for fringe benefits and overhead, the FY 2014 individual salary for each clinical provider based on the geographical area of employment is estimated as follows:
General Schedule Salary	                             
· GS-15/Step 5 (DC):    $189,824
· GS-15/Step 5 (CA):    $206,528
· GS-15/Step 5 (NJ):     $186,111
VA estimates the total Clinical Provider FTE costs to be $474,824 in FY2015 and $2,466,067 through FY2019.  A projected annual increase based on a 1.9% CPI-U inflation rate was applied to all out year estimates, http://www.bls.gov/cpi/cpid1407.pdf (see Table 6).











Table 6:  Clinical Provider FTE Costs

	Clinical Provider FTE Costs

	Fiscal Year
	Total Clinical Provider FTE Costs               (based on 3 x 0.8 FTE)

	2015
	$474,824

	2016
	$483,846

	2017
	$493,039

	2018
	$502,406

	2019
	$511,952

	5-Year Total
	$2,466,067


 Note: Numbers may not add due to rounding.


Administrative FTE Costs

VA also estimates the program will require 10 administrative staff for eligibility and utilization review.  These staff will be located in the VHA Chief Business Office facility in Denver, CO.  
  
Based on the Office of Personnel Management’s CY 2014 General Schedule (GS) Locality Pay Tables, located at https://www.opm.gov/policy-data-oversight/pay-leave/salaries-wages/2014/general-schedule/, and increased by 34 percent to account for fringe benefits and overhead, the FY2014 individual salary for each administrative FTE based on the Denver geographical area of employment is estimated as follows:

· Nurse III/Step 5:            $115,563                          
· GS-7/Step 5:                 $63,856                          
· GS-11/Step 5:               $94,504                          
· GS-12/Step 5:               $113,270                          
· GS-14/Step 5:               $159,167        
The administrative staff includes eligibility staff and utilization review nurses who will assist with processing benefit applications to determine administrative and clinical eligibility.  They will also review health care claims from a clinical perspective, provide customer service regarding applications and claims, process appeals of denials and ensure quality assurance.  The administrative staff also includes a GS-14 Program Manager, who will manage the Camp Lejeune family member effort and a GS-12 Business Analyst to document business requirements for the program.  The Business Analyst is only required through FY2016, which is the projected date for completion of the requirements for the claims processing function.  

VA estimates the total Administrative FTE costs to be $934,777 in FY 2015 and $4,488,473 through FY2019.  A projected annual increase based on a 1.9% CPI-U inflation rate was applied to all out year estimates, http://www.bls.gov/cpi/cpid1407.pdf (see Table 7).

Table 7:  Administrative FTE Costs
	Fiscal Year
	Administrative FTE Costs
	Total Administrative FTE Costs

	
	Nurse III (2)
	GS-7 (5)
	GS-11 (1)
	GS-12 (1)
	GS-14 (1)
	

	2015
	$235,517 
	$325,346 
	$96,300 
	$115,422 
	$162,191 
	$934,777

	2016
	$239,992 
	$331,528 
	$98,129 
	$117,615 
	$165,273 
	$952,537

	2017
	$244,552 
	$337,827 
	$99,994 
	$0 
	$168,413 
	$850,786

	2018
	$249,199 
	$344,246 
	$101,894 
	$0 
	$171,613 
	$866,951

	2019
	$253,933 
	$350,786 
	$103,830 
	$0 
	$174,873 
	$883,423

	5-Year Total
	$1,223,194
	$1,689,733
	$500,146
	$233,037
	$842,363
	$4,488,473


Note: Numbers may not add due to rounding.

The Clinical Provider FTE Costs combined with the Administrative FTE Costs are estimated to be $1,409,601 in FY 2015 and $6,954,540 over a five year period (see Table 8). 

Table 8:  Clinical Provider FTE and Administrative FTE Costs

	Fiscal Year
	Clinical Provider FTE Costs
	Administrative FTE Costs
	Total  FTE Costs

	2015
	$474,824
	$934,777
	$1,409,601

	2016
	$483,846
	$952,537
	$1,436,383

	2017
	$493,039
	$850,786
	$1,343,824

	2018
	$502,406
	$866,951
	$1,369,357

	2019
	$511,952
	$883,423
	$1,395,375

	5-Year Total
	$2,466,067
	$4,488,473
	$6,954,540


Note: Numbers may not add due to rounding.


Medical Claims Costs

The potential Medical Claims Cost to VA are based on three important factors:  

1. Treatment cost for each of the 15 conditions identified in this rulemaking;  
2. Claimants who do not have Personal Health Care Coverage (PHCC); and
3. Claimants who have Personal Health Care Coverage 

Treatment Cost by Condition

To determine the treatment cost for each of the 15 conditions identified in this rulemaking, VA used CHAMPVA’s actual paid claims data from September 2011 through 2014.  This historical data represents actual medical care costs for CHAMPVA beneficiaries who received care for one or more of the same conditions authorized in this rulemaking.  These treatment costs are estimated to be more indicative of VA’s potential medical claims costs, because the paid claims are based on the cost of care in the private industry of care for people that have the same diagnoses as one of the 15 conditions in this rulemaking (see Table 9).  A projected annual increase based on a 1.9% CPI-U inflation rate was applied to all out year estimates, http://www.bls.gov/cpi/cpid1407.pdf. 

Table 9: Average Treatment Cost by Condition
	Condition
	Treatment Cost Per Year

	
	

	Breast Cancer
	$14,250.16 

	Kidney Cancer
	$4,149.02 

	Lymphoma Non-Hodgkins
	$13,552.04 

	Esophageal Cancer
	$3,746.87 

	Lung Cancer
	$25,747.16 

	Bladder Cancer
	$7,162.15 

	Leukemia
	$24,209.35 

	Myeloma
	$30,673.53 

	Myelodysplastic Syndrome 
	$13,783.97 

	Scleroderma
	$4,905.92 

	Female Infertility
	$525.55 

	Hepatic Steatosis
	$1,998.58 

	Miscarriage
	$1,051.55 

	Neurobehavioral Effects
	$1,646.77 

	Renal Toxicity
	$4,093.01 






Personal Health Care Coverage (PHCC)

The Centers for Disease Control and Prevention’s (CDC) National Center for Health Statistics (NCHS) publication “The Health Insurance Coverage: Early Release of Estimates From the National Health Interview Survey, January–September 2013,“ provides the baseline estimates for uninsured family members prior to the implementation of the Affordable Care Act (ACA) in 2014. http://www.cdc.gov/nchs/data/nhis/earlyrelease/insur201403.pdf.  Based on this survey, the percentage of U.S. residents without health insurance was 14.5% for persons of all ages; 16.7% for persons under age 65; 6.7% for children aged 0-17; 20.5% for adults aged 18-64; and 26.4% for adults aged 19-25.  According to the Centers for Medicare and Medicaid Services, Medicare Part B is medical insurance which generally pays 80% of the approved amount for medical services and supplies.  Medicare Part B indicates that if claimants have other personal health care coverage, the remaining 20% of the allowed amount is typically paid by the supplementary plan. 

Based on the results from the CDC NCHS survey above and applying Medicare’s payment mechanism, VA estimates that 14.5% of the diagnosed cases in the CLFM population do not have personal health care coverage and 85.5% do have personal health care coverage (see Table 10).  

Table 10: Diagnosed Cases in the CLFM Population (with and without PHCC) 
	Projected Caseload with PHCC (85.5%)
	10%
	25%
	50%
	100%

	FY2015
	387
	969
	1,937
	3,874

	FY2016
	387
	969
	1,937
	3,874

	FY2017
	387
	969
	1,937
	3,874

	FY2018
	387
	969
	1,937
	3,874

	FY2019
	387
	969
	1,937
	3,874

	Sub-Total:
	1,937
	4,843
	9,685
	19,370

	Projected Caseload without PHCC (14.5%)
	10%
	25%
	50%
	100%

	FY2015
	66
	164
	328
	657

	FY2016
	66
	164
	328
	657

	FY2017
	66
	164
	328
	657

	FY2018
	66
	164
	328
	657

	FY2019
	66
	164
	328
	657

	Sub-Total: 
	330
	820
	1,640
	3,285

	Projected Caseload (with and without PHCC)
	10%
	25%
	50%
	100%

	FY2015
	453
	1,133
	2,265
	4,531

	FY2016
	453
	1,133
	2,265
	4,531

	FY2017
	453
	1,133
	2,265
	4,531

	FY2018
	453
	1,133
	2,265
	4,531

	FY2019
	453
	1,133
	2,265
	4,531

	5-Year Total:
	2,267
	5,663
	11,325
	22,655



Therefore, it is determined that VA will pay up to the full treatment costs (shown in Table 9) for 14.5% of the diagnosed cases in the CLFM population.  VA estimates that the remaining 85.5% of the diagnosed cases in the CLFM population do have personal health care coverage and VA will pay up to 20% of the full treatment costs for 85.5% of the diagnosed cases in the CLFM population.  Estimated medical claims costs are based on the number of diagnosed cases in the CLFM population (see Table 11).

Table 11: Estimated Medical Claims Costs

	Medical Cost (Without PHCC)
(Up to Full Treatment Costs)
	10%
	25%
	50%
	100%

	FY2015
	$619,386
	$1,548,464
	$3,096,929
	$6,193,857

	FY2016
	$631,154
	$1,577,885
	$3,155,770
	$6,311,540

	FY2017
	$643,146
	$1,607,865
	$3,215,730
	$6,431,460

	FY2018
	$655,366
	$1,638,414
	$3,276,829
	$6,553,657

	FY2019
	$655,401
	$1,638,503
	$3,277,005
	$6,678,177

	Sub-Total:
	$3,204,452
	$8,011,131
	$16,022,262
	$32,168,691

	 

	Medical Cost (With PHCC)
(Up to 20% of Full Treatment Costs)
	10%
	25%
	50%
	100%

	FY2015
	$730,448
	$1,826,120
	$3,652,240
	$7,304,480

	FY2016
	$744,326
	$1,860,816
	$3,721,632
	$7,443,265

	FY2017
	$758,469
	$1,896,172
	$3,792,343
	$7,584,687

	FY2018
	$772,880
	$1,932,199
	$3,864,398
	$7,728,796

	FY2019
	$772,921
	$1,932,303
	$3,864,606
	$7,875,643

	Sub-Total:
	$3,779,044
	$9,447,610
	$18,895,219
	$37,936,870

	Total Medical Claims Costs
	$6,983,496
	$17,458,741
	$34,917,482
	$70,105,561




Claims Processing Systems Costs 

VA will use existing system capabilities at the Austin Financial Services Center (FSC) to process medical claims and provide customer service support with calls.  The costs will include all startup costs incurred by the FSC to prepare to process and pay the CLFM claims.  System Development costs are expected for only a two year period (FY2015 - FY2016)  

The Claims Processing Systems Costs are estimated to be $4,684,045 in FY2015 and $18,641,635 over a five year period (see Table 12).  




Table 12: Claims Processing Systems Costs

	Fiscal Year
	System Development 
	 Claims Processing Transaction   
	 Support     and Maintenance  
	Total Claims Processing Costs

	
	
	
	
	

	2015
	$2,000,000 
	$1,980,296 
	$703,749 
	$4,684,045 

	2016
	$2,000,000 
	$2,070,320 
	$731,195 
	$4,801,515 

	2017
	$0 
	$2,163,854 
	$759,712 
	$2,923,566 

	2018
	$0 
	$2,261,037 
	$789,340 
	$3,050,377 

	2019
	$0 
	$2,362,009 
	$820,125 
	$3,182,133 

	5-Year Total
	$4,000,000 
	$10,837,515 
	$3,804,120 
	$18,641,635 


Note: Numbers may not add due to rounding.


Estimated Impact: VA’s estimated impact is generated over a range of assumptions (10%, 25%, 50% and 100%) with respect to how many CLFMs will submit and be found eligible for services under this law within the next five fiscal years (FY15 to FY19).  The lower bound (10% range) indicates that 453 CLFMs will submit and be found eligible for services annually and the upper bound (100% range) indicates that 4,531 CLFMs will submit and be found eligible for services annually.  Although the estimates are scaled from an illustrative calculation that assumes all 4,531 CLFMs will submit and be found eligible for services, which, while used to calculate potential maximum effect, is not necessarily VA’s assumption of the most likely outcome.  

Earlier portions of this analysis contain discussions of the uncertainty surrounding the CLFM estimated population, whether or not one or more of the conditions are a direct result of toxins from CL, whether or not they are currently receiving affordable care/treatment and whether or not the CLFM is aware of the benefits offered by this law.  

Furthermore, the Camp Lejeune Environmental Action Report (CLEAR) is an interim tracking mechanism used to identify Veterans or Family Members who self-report as having been at Camp Lejeune during the period covered by Public Law 112-154.  The tracking was put into place shortly after the law was enacted in August 2012. It tracks calls to the VA call center as well as direct contact made by Veterans or Family Members at our VA medical centers.  The Veteran information is used to further identify the Veterans as Camp Lejeune Veterans in the enrollment system.  When the regulations for family members are published, the information regarding the family members will be used for outreach to ensure the family members are aware of the ability to submit applications and file claims. Since CLEAR has been in operation for over two years, we have been able to see trends in the data.  When the Veteran proposed rulemaking was published in September 2013, there was a spike in contacts for the several months following the rulemaking.  When VA participated in a mailing to a registry maintained by the Marine Corps in March 2013, there was a spike in contacts noted in CLEAR.  On a regular basis, the contacts from the family members are a relatively low level, with just over 1200 family members contacts in CLEAR (roughly 600 per year).  The number of reported Camp Lejeune illnesses is just several hundred (meaning that many of the family members did not indicate an illness when they contacted VA).  

Based on the data contained in the CLEAR report and for purposes of this analysis, VA assumes that the 25% range of diagnosed cases in the CLFM population (1,133) most closely represents the estimated annual number of CLFMs who will submit and be found eligible for services under this law annually.   The costs associated with this range are estimated to be $9,468,230 in FY2015 and $43,054,917 over a five year period (see Table 13).   

Estimated costs and projections are based on the best reasonably obtainable and available economic information.  As we implement the provisions of the CLFM program and as the actual number of participating CLFMs and their conditions become known, the range of the financial outcomes will become more specific.  Similarly, as data becomes available on the different types of conditions being approved, it will be possible to evaluate the financial effects of this rulemaking with greater certainty.  
 
Table 13: 5-Year Cost Estimate by Ranges

	FY2015

	Cost Elements
	10%
	25%
	50%
	100%

	Medical Claims Costs
	$1,349,834
	$3,374,584
	$6,749,169
	$13,498,337

	FTE and Administrative Costs
	$1,409,601
	$1,409,601
	$1,409,601
	$1,409,601

	Claims Processing System Costs
	$4,684,045
	$4,684,045
	$4,684,045
	$4,684,045

	Subtotal:
	$7,443,480
	$9,468,230
	$12,842,815
	$19,591,983

	 
	 
	 
	 
	 

	FY2016

	Cost Elements
	10%
	25%
	50%
	100%

	Medical Claims Costs
	$1,375,480
	$3,438,701
	$6,877,402
	$13,754,805

	FTE and Administrative Costs
	$1,436,383
	$1,436,383
	$1,436,383
	$1,436,383

	Claims Processing System Costs
	$4,801,515
	$4,801,515
	$4,801,515
	$4,801,515

	Subtotal:
	$7,613,378
	$9,676,599
	$13,115,300
	$19,992,703

	 
	 
	 
	 
	 

	FY2017

	Cost Elements
	10%
	25%
	50%
	100%

	Medical Claims Costs
	$1,401,615 
	$3,504,037 
	$7,008,073 
	$14,016,147 

	FTE and Administrative Costs
	$1,343,824 
	$1,343,824 
	$1,343,824 
	$1,343,824 

	Claims Processing System Costs
	$2,923,566 
	$2,923,566 
	$2,923,566 
	$2,923,566 

	Subtotal:
	$5,669,005 
	$7,771,427 
	$11,275,463 
	$18,283,537 

	 
	 
	 
	 
	 

	FY2018

	Cost Elements
	10%
	25%
	50%
	100%

	Medical Claims Costs
	$1,428,246 
	$3,570,613 
	$7,141,227 
	$14,282,453 

	FTE and Administrative Costs
	$1,369,357 
	$1,369,357 
	$1,369,357 
	$1,369,357 

	Claims Processing System Costs
	$3,050,377 
	$3,050,377 
	$3,050,377 
	$3,050,377 

	Subtotal:
	$5,847,980 
	$7,990,347 
	$11,560,961 
	$18,702,187 

	 
	 
	 
	 
	 

	FY2019

	Cost Elements
	10%
	25%
	50%
	100%

	Medical Claims Costs
	$1,428,322 
	$3,570,806 
	$7,141,611 
	$14,553,820 

	FTE and Administrative Costs
	$1,395,375 
	$1,395,375 
	$1,395,375 
	$1,395,375 

	Claims Processing System Costs
	$3,182,133 
	$3,182,133 
	$3,182,133 
	$3,182,133 

	Subtotal:
	$6,005,830 
	$8,148,314 
	$11,719,119 
	$19,131,328 

	5-Year Total:
	$32,579,673 
	$43,054,917 
	$60,513,658 
	$95,701,738 



(We further note that, even though we have heretofore referred to claims impacts as “costs” and we label them as such in the tables, a substantial portion of them may in fact be transfers between members of society.  If some entity in society—such as CLFM themselves or charities—would have paid for the medical treatment of CL illnesses in the absence of this rulemaking, then the reimbursements represent transfers from VA to the other entities.  If the family members would have gone without medical treatment for their CL illnesses, then the reimbursement impacts discussed in this section represent costs to society.  Not discussed in any of the preceding sections of the impact analysis are costs—such as time costs related to claims submissions—borne by CLFM or other entities outside of VA.  We expect such costs to be substantially smaller in magnitude than the estimated costs to VA.)  

Submitted by:
Kristin J. Cunningham
Director, Business Policy
VHA Chief Business Office
Washington, DC
Date: September 2, 2014
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Total

F M F M F M M & F

1 25 1,000 1,000 500 500 97.0% 95.0% 485 475 960

2 26 1,500 1,500 750 750 97.0% 95.0% 727 713 1,440

3 27 1,750 1,750 875 875 97.0% 95.0% 848 832 1,680

4 28 1,900 1,900 950 950 97.0% 95.0% 921 903 1,824

5 29 2,025 2,025 1,013 1,013 96.5% 94.1% 978 952 1,930

6 30 2,125 2,125 1,063 1,063 96.5% 94.1% 1,026 1,000 2,025

7 31 2,215 2,215 1,108 1,108 96.5% 94.1% 1,069 1,042 2,111

8 32 2,295 2,295 1,148 1,148 96.5% 94.1% 1,108 1,079 2,187

9 33 2,370 2,370 1,185 1,185 96.5% 94.1% 1,144 1,115 2,259

10 34 2,440 2,440 1,220 1,220 96.0% 93.0% 1,171 1,135 2,305

11 35 2,510 2,510 1,255 1,255 96.0% 93.0% 1,204 1,167 2,371

12 36 2,575 2,575 1,288 1,288 96.0% 93.0% 1,236 1,197 2,433

13 37 2,640 2,640 1,320 1,320 96.0% 93.0% 1,267 1,228 2,494

14 38 2,700 2,700 1,350 1,350 96.0% 93.0% 1,296 1,255 2,551

15 39 2,760 2,760 1,380 1,380 95.1% 91.5% 1,312 1,263 2,576

16 40 2,815 2,815 1,408 1,408 95.1% 91.5% 1,338 1,288 2,627

17 41 2,865 2,865 1,433 1,433 95.1% 91.5% 1,362 1,311 2,674

18 42 2,915 2,915 1,458 1,458 95.1% 91.5% 1,386 1,334 2,720

19 43 2,960 2,960 1,480 1,480

95.1% 91.5% 1,407 1,355 2,762

20 44 3,000 3,000 1,500 1,500

93.8% 89.4% 1,407 1,341 2,747

21 45 3,000 3,000 1,500 1,500 93.8% 89.4% 1,407 1,341 2,747

1;    22 46 60 3,000 3,060 1,559 1,501 93.8% 89.4% 1,462 1,342 2,804

2;    23 47 133 3,000 3,133 1,630 1,503 93.8% 89.4% 1,529 1,343 2,872

3;    24 48 217 3,000 3,217 1,713 1,504 93.8% 89.4% 1,607 1,344 2,951

4;    25 49 313 3,000 3,313 1,807 1,506 91.9% 86.1% 1,660 1,296 2,956

5;    26 50 421 3,000 3,421 1,913 1,508 91.9% 86.1% 1,757 1,298 3,055

6;    27 51 541 3,000 3,541 2,031 1,510

91.9% 86.1% 1,866 1,300 3,165

7;    28 52 673 3,000 3,673 2,160 1,513

91.9% 86.1% 1,984 1,302 3,286

8;    29 53 815 3,000 3,815 2,300 1,515

91.9% 86.1% 2,113 1,304 3,417

9;    30 54 964 3,000 3,964 2,446 1,518 89.1% 81.1% 2,179 1,232 3,410

Total 

Fem. 

Pop. 

87,502 

Fem. 

Pop. 

Age 

27-47 

25,878

Pop. 

Age 

<55 

75,341

59%

Pop. 

Age 

55-74 

47,000 

37%

Pop. 

Age 

>74 

9,508 

7%

Cumulative 

# of 

Spouses

Cumulative     

# of 

Newborns 

&  Children 

Total 

Population 

Gender for 

Newborns & 

Children, then 

includes gender 

for Spouses at 

age 46 

Survival rate Surviving count

Cumulative Counts Across a 30 year Period and Age Adjusted to the 

Year 2012. 

CDC's Mortality Life Table for Total Population: 

male & female United States, 1969-71 (pgs 8-11)

# of 

Years

Age of 

Newborn, 

Child 

and/or  

Spouse

Age 

Groups
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10 55 1,123 2,000 3,123 2,102 1,021 89.1% 81.1% 1,872 828 2,700

11 56 1,295 1,500 2,795 2,021 774 89.1% 81.1% 1,800 628 2,428

12 57 1,476 1,250 2,726 2,074 652 89.1% 81.1% 1,847 529 2,376

13 58 1,667 1,100 2,767 2,187 580 89.1% 81.1% 1,948 471 2,418

14 59 1,868 975 2,843 2,323 520

85.1% 74.0% 1,978 385 2,363

15 60 2,079 875 2,954 2,481 473

85.1% 74.0% 2,112 350 2,462

16 61 2,300 785 3,085 2,652 433 85.1% 74.0% 2,258 320 2,578

17 62 2,300 705 3,005 2,612 393 85.1% 74.0% 2,224 290 2,514

18 63 2,300 630 2,930 2,575 355 85.1% 74.0% 2,192 263 2,455

19 64 2,300 560 2,860 2,540 320 79.7% 64.3% 2,024 206 2,230

20 65 2,300 490 2,790 2,505 285

79.7% 64.3% 1,996 183 2,180

21 66 2,300 425 2,725 2,472 253 79.7% 64.3% 1,970 162 2,133

22 67 2,300 360 2,660 2,440 220 79.7% 64.3% 1,945 141 2,086

23 68 2,300 300 2,600 2,410 190 79.7% 64.3% 1,921 122 2,043

24 69 2,300 240 2,540 2,380 160 72.0% 52.3% 1,713 84 1,796

25 70 2,300 185 2,485 2,353 133 72.0% 52.3% 1,693 69 1,762

26 71 2,300 135 2,435 2,328 108 72.0% 52.3% 1,675 56 1,731

27 72 2,300 85 2,385 2,303 83 72.0% 52.3% 1,657 43 1,700

28 73 2,300 40 2,340 2,280 60 72.0% 52.3% 1,641 31 1,672

29 74 2,300 2,300 2,260 40

61.1% 38.8% 1,381 16 1,397

30 75 2,300 2,300 2,260 40

61.1% 38.8% 1,381 16 1,397

76 1,940 1,940 1,901 39 61.1% 38.8% 1,162 15 1,177

77 1,870 1,870 1,833 37 61.1% 38.8% 1,120 15 1,134

78 1,790 1,790 1,754 36 61.1% 38.8% 1,072 14 1,086

79 1,700 1,700 1,666 34 46.4% 24.9% 774 8 782

80 1,600 1,600 1,568 32 46.4% 24.9% 728 8 736

81 1,490 1,490 1,460 30 46.4% 24.9% 678 7 686

82 1,370 1,370 1,343 27 46.4% 24.9% 624 7 630

83 1,240 1,240 1,215 25 46.4% 24.9% 564 6 571

84 1,102 1,102 1,080 22 29.5% 13.2% 319 3 322

85 958 958 939 19 29.5% 13.2% 277 3 280

86 809 809 793 16 29.5% 13.2% 234 2 236

87 655 655 642 13 29.5% 13.2% 190 2 191

88 503 503 493 10 29.5% 13.2% 146 1 147

89 355 355 348 7 29.5% 13.2% 103 1 104

90 + 213 213 209 4 14.2% 5.1% 30 0 30

109,540 46,200 87,502 40,371

127,874

New Totals with Surviror Rate Appllied

17.9% surving death rate (155,740 * 17.9 = 27,877 - 155,740 = 127,863)

Total Counts 65,740 90,000 155,740

155,740
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