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Assuring Vaccination without Financial Barriers
A “White Paper” Report of the NVAC Vaccine Financing Working Group (VFWG)

|. Introduction: the promise of vaccines

Vaccines are unique public health tools. Because most vaccine-preventable diseases
(VPD) are communicable diseases which are transmitted from person-to-person, a
vaccinated child not only receives individual protection but also provides protection to
other children and adults in society.? Children, adolescents and adults who are n
protected by vaccines (because they are too young or too old to be vaccinated, h
compromised immune systems which prevent them from being vaccinated or e
immune response to vaccines, have medical contraindications to vaccinati@ other
g chil

reasons) are still indirectly protected by vaccination because they are not exposed to
Q ildren
g.dre immune to

nydccinated persons are
s not maintained at

infectious agents when there are high levels of vaccination coverage
around them.? The greater the proportion of people in the populatio
a communicable disease through vaccination, the less likely it i
transmission can occur, a concept referred to as herd immunits?
at risk of exposure, infection, and disease if vaccination Cf

optimal levels.? Over the lifetime of each birth cohott i ited States, routine
vaccination of children and adolescents prevent ¥4 milli PD cases and 33,000 VPD
deaths (Figure 1).* For these reasons, vaccines afg a unigue public good and warrant the
most vigorous efforts by society to remove barrie accination and to achieve the
highest possible levels of coverage. Mandaitgs that children be vaccinated to attend
school are an example of how socie regl this unique role of vaccination.

In the 20™ century, vaccines have r ed deaths from vaccine-preventable diseases to
record lows (Table 1). Vaccides for children and adolescents recommended prior to 2000
are cost-saving: for ever spent on vaccinating children, more than $1 is saved in
medical or societal co .0. loSPproductivity). More specifically, over the lifetime of
each birth cohort in Ited States, these vaccines save society $43 billion including
$10 billion in dirgct medi€ak costs, and prevent 14 million cases of vaccine-preventable
disease (VPD) an 090 \/PD deaths (Figure 1).* The vaccines introduced for routine
use in childse dolescents in 2000 and thereafter are cost-effective® with respect to

other_ rou @

vaccines, aréynot cost-saving (Table 2). Vaccination of children and adolescents can save

childgen.” Providing recommended vaccines is also beneficial for health care payers, as
vaccinated child reduces the likelihood that the payer will later incur costs to
treat that person for many vaccine-preventable diseases.

Because vaccines are effective and are often cost-saving, vaccination is a top-ranked
clinical preventive service in the U.S. In 2006, Partnership for Prevention rankings of 25

! In cost-effectiveness analysis, all costs are related to a single common effect. Results are usually stated as
additional cost expended per health outcome achieved. Average cost-effectiveness is the total cost of an
intervention (e.g., vaccination) divided by the health outcomes produced by that intervention.®
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widely recommended clinical preventive services give childhood vaccination a perfect
score, based on clinically preventive burden and cost-effectiveness.” Because
vaccinations are so important and multiple vaccine doses are recommended, they serve to
draw patients into health care provider offices, where they receive other recommended
preventive services.® Underimmunization is a marker for delay in other recommended
preventive services such as blood-lead and anemia screening, and promoting vaccination
in the medical home may offer opportunities to increase uptake of these services as well.?
Despite the importance of vaccines, there is growing concern that parents may forgo
vaccination of their children because the perceived risks of vaccines are greater thap the
perceived risks of the diseases they prevent; this is particularly true as attitudes t%
risk change at the population level.*°

adolescents. Although the worldwide vaccine market of $9 billion j
fraction of the $550 billion in global pharmaceutical sales, the vaegi
growing at a rapid rate (ref). Between 1999 and 2004, the v gment increased
26% and is expected to more than triple by 2010 to ove il11on (ref). This growth

sonly a small
egment is

has been attributed to several factors; one importangfac the potential for
“blockbuster” billion dollar revenue products. Prévnar®;aiich entered the market in
2000, was the first of these products; estimates for Prevnar® sales reached $2.4 billion in
2007 (ref). Merck’s Gardasil® vaccine doubled s vaccine sales in 2005, reaching
$1.5 billion in sales in addition to Merck’s $1.5 billion in sales of other vaccines in 2005.
Vaccine sales at sanofi pasteur and GlaxeSgithKline, two other major manufacturers of
vaccine licensed in the U.S., increased b er $1 billion between 2005 and 2007. This
growth has increased and strengthe anufacturing infrastructure and international

Substantial effortg,are goMg into the development of new vaccines, some of which are in
Phase Il and 11l ¢ als and could make it into the routine vaccination schedule for

children and adolescents in the U.S.: pneumococcal conjugate, rotavirus, meningococcal
conjugate, hepatitis A, tetanus-diphtheria-acellular pertussis, human papillomavirus, and
annual influenza vaccines. Many of these vaccines are the most expensive ever to go on
the market. The vaccine costs at the federal contract price for fully vaccinating a child up
through age 18 years have risen from $205 in 1995 to $893.60 for males and $1181.60
for females in 2006, an increase of 336% and 476%, respectively (Figure 2, data adjusted
to 2006 dollars). Costs in the private sector may be higher in many cases. The costs of
administering vaccines have also risen over this time with the number of vaccines and
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vaccine doses that need to be managed and new costs such as those related to vaccine
storage and management, and cost of entering vaccination data into immunization
registries. These increased costs have raised concerns about the ability of the current
public and private vaccine delivery systems to maintain access to all vaccines
recommended for routine use in children and adolescents without financial barriers.

1. Purposes of this report

In 2006, the National Vaccine Advisory Committee (NVAC) formed a Vaccine
Financing Working Group (VFWG) to examine the current state of financing
vaccinations for children and adolescents in the United States, to define any figanci
barriers to effective delivery of vaccinations, and to explore policy options S
these barriers. This draft Report contains the Working Group’s finding c@tsions and
proposed policy options, for stakeholder review. Following receipt o iC comments
and stakeholder feedback, the revised draft Report will be present ull NVAC for
consideration and eventual adoption. The goal of the Working efforts is to
ensure that all children and adolescents have access to all ro commended
vaccinations without financial barriers.

Concerns about the stresses on the vaccine finanging anQvery are widespread but
often anecdotal, and there is a need to better defifae the rpot causes and the magnitude of
the problem in the current public and private sect cination financing system in the
U.S. Questions of interest include:

1) What does it cost physicians an t@nicians to vaccinate children and
adolescents?
a) How much do physi

fans and other clinicians pay to purchase vaccines?
of expenses are associated with the vaccination process

2) What do physician other clinicians currently earn for vaccinating children and
adolescents?

pization services?
eévaluation and management (E&M) codes can be billed for visits during
ch vaccine administration occurs?
d) W¥hat is the marginal gain? earned by a provider for giving a vaccine?

3) Based on these costs and earnings, is the current business case for the physicians and
other clinicians delivering pediatric and adolescent vaccination favorable or
unfavorable?

a) How has the business case changed in light of newly recommended vaccines?

2 In this case, “marginal gain” means “excess of revenue over expenses”. Throughout the paper, we will
refer to this as the “marginal gain”. Greater total expenses than revenue generated will be referred to as
“marginal loss.”
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b) How does the business case vary by provider characteristics?

c) Isthe concern that physicians and other clinicians will cease to administer
vaccines justified?

4) What factors are most important in determining the costs associated with vaccines

and their administration?

a) Which of these can be positively influenced by physicians and other clinicians
and which cannot?

b) What opportunities exist to improve the operation of physician practices,
including vaccine ordering, billing, and recordkeeping?

Given the current state of the vaccine market and delivery system, and the limi ount
of data to address the questions above, the purposes of this Report are twofelg. first
purpose is to describe current challenges in child and adolescent vaccin f@ng and
delivery in the public and private sectors. These challenges are view e
perspective of key stakeholders: physicians and other clinicians; vagci
and distributors; insurers, employers, and other purchasers; con
local governments; all of which had representation on the V
collection of primary data on the current vaccine delivery a
necessary to answer these questions. The second p o
potential solutions and suggest policy options fogfuture
identified.

anufacturers
nd state, and

. [?Wa number of cases,
inancing system was
Report is to identify

on to address the challenges

These policy options may be directed to anyg0f the stakeholders: policy makers in

government, professional organizatigns,ang IRgustry groups, to ensure access to vaccines
'Ind adolescents without financing barriers.

recommended for universal use for
These policy options should be consiStgnt with a policy environment that promotes both
W vaccines and new vaccine technology, as well

continued investment in innggation of
as continued access to af health insurance for all children and adolescents and
enefits as defined in health insurance plan contracts

. These policy options should also serve to end what has

ion of childhood vaccines that is taking place throughout the

and paid by health irs
become an ad hoeg,pri

to creating optimal approaches to vaccine financing in both the public and private sectors,
and the impact of these approaches on access to recommended vaccines; and present
findings and policy options to the full NVAC for discussion and recommendations.

To carry out its charge, the VFWG carried out a number of activities. First, it conducted a
literature review of the current vaccine financing system in the United States and
challenges to financing vaccine delivery to children and adolescents (see section VI). In
addition, early deliberations of the VFWG suggested the need for more, systematically
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collected data on the nature and extent of the problem. To this end, Centers for Disease
Control and Prevention (CDC)-financed studies of the cost to provide childhood and
adolescent vaccinations are underway; at least one additional study is underway at the
request of the American Academy of Pediatrics (AAP). Preliminary data from these
studies was made available to the VFWG, are summarized in this paper, and will be
presented at the NVAC Stakeholders Meeting held in Rockville, Maryland on April 29
and 30, 2008. The VFWG also invited input in the form of presentations from key
stakeholders at working group meetings. Members of the VFWG participated in the
February 2006 National VVaccine Congress co-sponsored by the American Medic
Association (AMA), the Infectious Diseases Society of America (IDSA), and A

address these issues. Finally, at the request of the VFWG, National Vaccine Pxag

Office (NVPO) and CDC staff conducted a series of open-ended interviewsswitigach of
the major vaccine manufacturers and, with the assistance of America’s e@ysurance
Plans (AHIP), conducted a survey and interview of a small conveniepge e of health
insurance plans selected by AHIP. These interviews sought to deteami
organization’s understanding of the current state of vaccine fin
suggest possible solutions.

d invited them to

In its deliberations, the VFWG has sought to fully Id efine a range of policy
options and their pros and cons. This Report sunfmarizeSuthé range of these options. In
some cases, the VFWG recognizes that the optiohs presgnted for consideration and public
comment may be contradictory or overlapp!r]{w 1S intentional and consistent with the

Working Group’s purpose of exploring all pgtential options. Where possible, the VFWG
will strive to achieve consensus in the fipakge®ef policy options that will be forwarded to
NVAC for consideration, but this h n the group’s primary goal. Rather, the
range of options, and their pros and‘Cogs, will be presented to the full NVAC for its

As mentioned above,
2008 to obtain stake Input and to discuss conclusions, solutions, recommendations,
and guidelines. The Stakefelders Meeting was announced in the Federal Register in
Registry announcement also invited written comments from

will adgpt a final Report with recommendations after a full discussion of the issues.

1\V/. The current system for financing vaccinations in the United States

Vaccine purchase
The current vaccine financing system in the United States is a mixed public and private

sector effort, which funds the purchase and administration of recommended vaccines for
children and adolescents. Currently, the public sector purchases vaccines for
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approximately 55% of the birth cohort through three major sources of public sector
funding: the Vaccines for Children (VFC) program, the Section 317 federal discretionary
grant program (317 program), and state funds (Figure 3). VFC is an entitlement for
children up to age 19 served by Medicaid, those without health insurance, and American
Indians and Alaska Natives. In addition, children and adolescents who are underinsured®
can receive VFC vaccines only at sites designated as Federally Qualified Health Centers
(FQHCs) or Rural Health Clinics (RHCs). The Advisory Committee on Immunization
Practices (ACIP) votes to include a recommended vaccine in the VFC program, and
federal financing is automatic following endorsement of the Committee’s
recommendation by the U.S. Department of Health and Human Services (HHS).
providers receive shipments of vaccine for eligible patients, and incur no cost £or thi
vaccine. Approximately 48% of each birth cohort is covered by the VFC pregra

All states use the 317 program to cover non-VFC eligible and adoles sually those
who go to public health department clinics for vaccination — who derinsured or
fully insured. In contrast to VFC, the 317 program is not an enti . but is dependent
on annual discretionary appropriations determined by Congr n pecent years, these
annual appropriations have not increased commensurate ﬁ’ ew vaccine

recommendations.™ The 317 program budget for vaccing pdchase is currently 1/10" the
size of VFC (Figure 4), and Section 317 has beeg shrinkig-Over time relative to VFC
funds for vaccine purchase: 35% of total federal §unds for vaccine purchase in FY2000
came from the 317 program vs. only 10% of total al funds for vaccine purchase in
FY2007.

State funds have also been used to accines for children not eligible for VFC.
A combination of state and 317 pro unds has been used by a number of states to
purchase all recommended vgccines forall children (called “universal purchase” states)
although recently, the nu states that exercise this option has been decreasing
because of the increasifg costs accines.™ If current economic circumstances reduce
state discretionary fun ilable for immunization programs, the implementation of
universal vaccin olicies may continue to decline.

ffice-based physicians and other clinicians to purchase a pharmaceutical

at is administered to almost every patient in specific age groups is essentially
medicine. Much more common is a model in which a provider writes a
prescription and the patient fills the prescription at a pharmacy. With vaccines for
children and adolescents served in the private sector, physicians and other clinicians
typically negotiate vaccine price with distributors or manufacturers and reimbursement

® Underinsured children are defined as those children who have health insurance but the coverage does not
include vaccines. Children whose insurance covers only selected vaccines (and are therefore VFC-eligible
for non-covered vaccines only), or children whose insurance caps vaccine coverage at a certain amount --

once that coverage amount is reached, these children are categorized as underinsured.
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with health insurers, and bill insurers for reimbursement following administration of
vaccine to a patient.

This up-front vaccine inventory purchase can be costly and, for many practices, has led to
a need for more active management of their vaccine inventory. A reimbursement model
in which vaccine distributors purchase vaccine on consignment from manufacturers,
assuming up-front inventory costs on behalf of physicians, is being tested by some
vaccine distributors. Alternative vaccine delivery venues, for example pharmacies or
retail clinics, may also utilize other business approaches. N

@

Vaccine administration

In addition to payment for the vaccine itself, physicians and other clinicia
reimbursed for the administration of vaccines to children and adoles

sector, reimbursement for vaccine administration is available only -eligible
children enrolled in Medicaid, approximately 57% of VFC vacai ients in 2000
(Figure 5). In the fee-for-service Medicaid program, vaccin ration

| government will

match state expenditure up to a federally established.m vaccine administration
rate (cap). The current Medicaid vaccine adminigtration ursement caps were set by
the federal Centers for Medicare and Medicaid Sgrvices)(CMS) in 1994 and have not
been modified since that time. Current state-s%em ccine administration

reimbursement rates are set by state Medicaid agencies. TE

reimbursement amounts (state plus federal skiare) vary from a low of $2 in some states to
over $18 per vaccination in others (Labl t states do not contribute enough state
funds to draw the maximum federa % contribution allowable (based on the
federal medical assistance percentagéhar FMAP*) for vaccine administration (Table 3).

In Medicaid managed care ggother forms of non-fee-for-service payment, vaccine
administration reimbursendent§g typically based on a similar negotiation process to that

amount cannot exce
in public sector sgtti
receive vaccine a
vaccine admaigistration reimbursement available for these children in these settings.

deral cap. Many children and adolescents receiving vaccine
nder- or uninsured, and privately insured children may also

ang indcians from commercial health insurers if the family has health insurance or
dual families (i.e. self-pay patients). As with reimbursement for vaccine

acceptable. VVaccine administration may be reimbursed by fee-for-service payments based
on the AMA’s Current Procedural Technology (CPT) billing codes or may be included in
a standard office visit rate as it is for capitated insurance plans, or both. CPT codes for
vaccine administration cover a wide range of costs associated with vaccine delivery

* The Federal Medical Assistance Percentages (FMAPs) are used in determining the amount of Federal
matching funds for State expenditures for assistance payments for certain social services, and State medical
and medical insurance expenditures. The Social Security Act requires the Secretary of Health and Human
Services to calculate and publish the FMAPs each year.
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including counseling, scheduling, preparing the patient chart, billing, greeting the patient,
taking vital signs, obtaining a vaccine history, presenting Vaccine Information Sheets,
preparing and administering the vaccine and observing for adverse events.*’
Reimbursements made based on Medicare’s Resource-Based Relative Value Scale
(RBRVYS) also take into account labor, overhead and malpractice costs. It is not clear how
non-vaccine costs of vaccination such as purchasing and managing the vaccine inventory
(including items like freezer and refrigerator temperature alarm systems, insurance
policies against catastrophic loss, etc.), and entering data into immunization information
systems are accounted for in these labor and overhead values.

Physicians and other clinicians providing vaccines during the course of a well ISit
can bill for a preventive service visit as well as for vaccine administration n

submitting claims for reimbursement. Evaluation and management (E& )@
medicine codes include obtaining vaccine history and ordering need
not include counseling for vaccines®®, which is included in vaccin

entive
ines’, but do
istration codes.

afhed when physicians
when billing for vaccination-
en appropriate.

include codes for both vaccines and vaccine ad
only visits', and submit additional E&M codes

V. Past reports on vaccine financing

Although recent vaccine recomme i@ve increased the perceived pressure on the
vaccine financing and delivery systémyconcerns about vaccine financing are not new.
The Institute of Medicine (I released a report in 2004*, commissioned by CDC, to
examine vaccine financing(arrangements and propose strategies to relieve tensions in
vaccine financing. IOM recommerided a universal federal reimbursement system
consisting of a feder ate on public and private insurers to cover ACIP-
recommended vagci ich would be supplemented by federal vaccine subsidies for

004 IOM report, NVAC formed a financing working group to examine
endations of the report, including a stakeholder’s meeting in June 2004.%

steps due to concerns about the feasibility of implementing universal federal
reimbursement. These steps included expansion of the 317 program and VFC funding,
promotion of first-dollar health insurance coverage for vaccinations (i.e., deductibles or
co-pays would not apply to vaccination), and adequate reimbursement for vaccine
administration.?? Section 317 program funds for vaccine purchase have increased by 20%
since 2004; however, 317 program funding covers a smaller proportion of the birth cohort
in 2008 than in 2004 due to the rising cost of the full recommended childhood and
adolescent vaccination schedule.”® Other NVAC recommendations from the 2004 NVAC
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working group remain largely unimplemented. As new and more expensive vaccines
continue to be licensed and recommended, the financing stresses noted in 2004 are being
compounded.

V1. Literature review: the challenges facing childhood and adolescent vaccination

The section summarizes the conclusions of the recent papers in the scientific literature
related to vaccine financing that were reviewed by the VFWG. The major factor
identified in the literature leading to stress in the financing of childhood and adoleggent
vaccinations is the dramatic increase in costs to fully vaccinate a child or adoles S,a
result of new and often expensive vaccines recommended for routine use by t
(particularly vaccines recommended since 2000). Added to these costs are
associated with the expansion of existing ACIP recommendations for vac
varicella and acellular pertussis vaccines. In addition, gaps are identifi
of vaccinations for some children and adolescents, particularly tho
underinsured. The increased number of vaccines recommended
that the number of vaccine doses administered to a child by t
from a maximum of 15 in 1998 to a maximum of 26 in 20I :

pversal use means
cond birthday increased
ge 18, a child born in
, compared to just 19 for

2008 is recommended to receive as many as 48 dos i

a child born in 1998 (Table 4).

In addition to greater numbers of recommended vaeeiries, the costs to purchase vaccines
have risen over the past decade.”® Newly reggmmended vaccines are more expensive than
vaccines recommended prior to 1995,%* T ine costs at the federal VFC contract
price for fully vaccinating a child u years have risen from $205 in 1995 to
$893.60 for males and $1181.60 fo ales in 2007 (Figure 2, adjusted to 2006 dollars).
This increased cost is due i
for the newer vaccines, 2

art to 1) the complexity of the manufacturing techniques
st and complexity of conducting large clinical trials to
efficacy and 3) the cost of remaining in compliance
ts for licensure and continued manufacturing.® Increased
eaction by vaccine developers and manufacturers to

vaccing®’ involved. These costs may include increased storage needs, the need to purchase
insurance policies against product loss, requirement for data entry into immunization
information systems, additional staff time to manage vaccine inventory, and increased
counseling time. Some reimbursement systems may not have been adjusted to account for
these costs or for inflation with the result that reimbursement for vaccine administration
may not cover all of these costs. This may be an issue particularly for children who are
served by the VFC program.
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The number of vaccine doses required to fully vaccinate children has in some cases been
reduced by using combination vaccines. In addition to reducing the number of doses of
vaccine that a child receives, combination vaccines may save providers money by
reducing inventory needs, administration costs, wastage, and staff time.?> On the other
hand, use of combination vaccines may increase costs if additional inventory and
recordkeeping are required, or if the reimbursement for combination vaccines is less than
the reimbursement for each of the vaccines administered separately.?® In addition,
vaccine providers need to continue to address questions and issues regarding each of the
diseases that are prevented by vaccines and counsel parents for each vaccine companent
individually. Therefore, a single administration fee reimbursement for a combin t&
vaccine that is equivalent to that for a single-antigen vaccine is unlikely to fully/ c
counseling costs for the greater number of diseases addressed. The AAP isearr
working to assure that CPT billing codes for administration of combina 'or@mes
account for both increases in physician labor and reduced practice expén ssociated
with the use of combination vaccines."’

Private providers, who vaccinate the majority of children and/@@glescents (Figure 6),
have expressed increasing concern that insufficient reimbursegent rates for vaccination
of children and adolescents is a disincentive to participate 1mMvaccination programs or to
implement new vaccines.?®?” Unlike other preverftive sefuieés, vaccines require upfront
investment of capital to purchase these pharmaceutical products and maintain an
adequate inventory. Once used to purchase vaccine®his money is unavailable for other
needs of the medical practice (“opportunitygost”). If payment for vaccine is due before
insurance reimbursement for vaccin a@ ed is received, cash-flow problems may
result.

The increased number of v
potential to decrease proyi

Ine doses’required for children and adolescents has the
venue, as small marginal gains or even losses on each

urthermore, state and local health departments that are
population-wide vaccination programs cannot always

and other clinicians serving the pediatric population may not have the same access to
teenagers as to younger children. In addition, adolescents may not have the same levels of
vaccination coverage in their health insurance plans as young children, and teens —
especially older teens — do not make regular visits to primary care doctors.”® This
suggests that vaccination financing for adolescents seeking vaccines in alternative
locations, such as schools, may be needed.
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Finally, financial pressures may increase because of anticipated new vaccine
recommendations in the coming years. Annual influenza vaccination of all children and
adolescents was recently recommended by ACIP. Other vaccines are in the development
pipeline.

Despite building pressure on the current vaccine financing system, the consequences of
these challenges may not yet be readily visible in terms of reduced vaccination rates with
the newer vaccines. Vaccination rates are high (>80%) for most vaccines recommended
for routine use in children and adolescents prior to 2000; coverage for vaccines
recommended since is suboptimal.*** Low rates of most vaccine-preventable di %

of vaccines. Diseases preventable by recently recommended vaccines are ejtiger felatively

rare (e.g. meningococcal disease), are not recognized as problems by th lig' (e.q.
rotavirus), or cause delayed morbidity that obscures the impact of va ion (e.g
human papillomavirus).** There is concern that, given current tren fnation rates

will be compromised for newly-recommended and future vacci
will be delayed. In addition, if financial barriers cause medi
vaccines, even vaccination rates for older childhood and if

oviders to stop offering
cent vaccines could fall,
resulting in disease outbreaks.? In early 2008, suboptim cfhation coverage among
community children in San Diego led to a rapidly sprea outbreak of measles, despite
the fact that endemic measles has been eliminategl from the United States.*

In the past, financial barriers to vaccmatlon ve resulted in lower vaccination coverage.
It is known that patient cost-sharin t fdeductlbles and co-pays reduces the
use of recommended preventive se raIIy %233 Correspondingly, it is not
surprising that higher out of pocket COsts are associated with a lower likelihood of being
up-to-date for recommendedgvaccines.”” Interruptions in public or private insurance
coverage are also associgtéd reduced likelihood of up-to-date vaccination.®

e known financial barriers to child and adolescent vaccination
has resulted in in ination coverage. State vaccine purchasing policies that
enhance the stan program (i.e. universal purchase or enhanced VFC) have been
vacgjnation rates among the underlnsured36 and to mcrease access even to

Taking steps to addrés

ny states have instituted state-based insurance mandates, which require
ance plans regulated by the state to make provision of recommended
childhd®d and adolescent vaccines a covered service to varying degrees® The impact of
such mandates to increase coverage may be limited because these mandates do not cover
the approximately 50% of U.S. health insurance plans that are self-insured, and therefore
exempt from state regulation. An unpublished analysis by America’s Health Insurance
Plans showed that states without insurance mandates had similar childhood vaccination
coverage rates (within 1-3%) to states with mandates.*’

Although some strategies undertaken in the past have resulted in improvements in
coverage rates for childhood and adolescent vaccines, the increasing cost and number of
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recommended vaccines have limited the ability of public and private payers to provide
access to recommended vaccines to children and adolescents without financial barriers. In
light of the current situation, this review of the literature strongly suggests that new
strategies and efforts will be required.

VII. Stakeholder Perspectives

Successfully addressing the increasing costs of child and adolescent vaccination will
require determining the value of vaccines from the perspective of many different
stakeholders.™ Five key stakeholder groups have been identified whose perspectj I
reflected in this Report: health insurers, employers and other healthcare purchase
vaccine manufacturers; medical providers; consumers (parents); and state |
governments including state immunization programs, state Medicaid dir c@nd state
legislators and governors.

A. Health insurers, employers, and other purchasers

It is the goal of private health insurance plans, employers, anéother purchasers of health
care to ensure that all Americans have access to affgrd @ h care and preventive
services including vaccination. Public and privatg health“mstrance plans look for
effective ways to reduce the costs associated with provigding health care while continuing
to allow options in benefit design packages.

Most health benefits purchasers and insyran ans provide coverage for the standard of
care for children and adolescents, i ding all vaccines recommended by ACIP and the
AAP.24* 1n 3 2005 survey, 92% of‘iRsurance plans reported following ACIP
recommendations to determige covered’vaccines, 16% of plans conduct cost-
effectiveness analysis for fie ccines, and 40% also use other criteria (e.g. state
mandates, FDA approyél, or physitian feedback).? Of the plans that followed ACIP
recommendations, the Wajority (60%) could act on the recommendations within 3
months; 13% could act i s than 1 month.?

premiums results in 300,000 fewer U.S. workers accepting employer-sponsored health
insurance.*

B. Vaccine manufacturers

® ERISA is the Employee Retirement Income Security Act of 1974, which provides in part that self-insured
employers are exempt from insurance regulation by state governments. A self-insured employer is one who
pays health insurance claims and administration costs for employees directly using company funds, rather
than contracting with an insurance plan to purchase health insurance coverage for its employees.
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All routinely recommended vaccines are produced in the private sector, by a small
number of manufacturers.”® Vaccine manufacturers have been traditionally concerned
that a single vaccine purchaser (i.e., the federal government) would drive down vaccine
prices, thereby reducing returns on investment and subsequent outlays for research and
development of new vaccines. Maintenance of a robust private market for vaccines
including the ability to set vaccine prices is a priority for vaccine manufacturers, as they
are part of publicly traded pharmaceutical companies with expectations of profit. Profit
margins for vaccines are often lower than other pharmaceutical products.* Howevgr, on
the newer vaccines, significant greater profitability exists. Manufacturers percei K
vaccines as a “growth industry”.*

Manufacturers evaluate the market research and the policy environmen 'n@lng on
vaccine candidates to develop for licensure and marketing. Manufacturer not
required to solicit government guidance on which vaccines they widl at
although such guidance would be of interest because it affects th&ypo
new vaccines through the VFC program.

Globally, private U.S.- and European Union-based anr rs have spearheaded
development and production of most new vaccings in usébf the United States, vaccine
research often involves collaboration between gavernment, academia and industry.?* %
Much of upstream vaccine discovery is performe vernment, biotechnology and
academic settings, and funded by the NIH although industry plays a role.*” The majority
of the biotechnology firms that perf @ earch and development for new

vaccines are located in the United leman, unpublished). Promising vaccine
candidates are further developed, p ced and distributed by vaccine manufacturers,
who have the fiscal resourceg’to construct large manufacturing plants and conduct the
large clinical trials neede aller companies have in some cases supported clinical
trials and built vaccin ufacturing plants, but with significantly greater difficulty and
risk. Once a vaccine een licensed and produced, manufacturers work with vaccine

distributors to vagying degeees, depending on the manufacturer or the vaccine.

C. Physiciaag,and @ther clinicians serving children and adolescents
As noteg.ab@ye, many medical care providers serving children and adolescents have to

| verarching financing models for procuring vaccines: a private sector
mode vaccine purchase first and reimbursement later, and a public sector model, in
which Véccine is provided up front and replaced as needed. Since most vaccines
purchased with both public and private funds are delivered by private physicians and
other clinicians (Figure 6), inequities in care may occur in provider offices if the private
sector is able to cover new vaccines earlier than the public sector (or vice versa). Both
public and private providers may face ethical dilemmas in which they must decide
whether to delay implementation of a new vaccine until they are able to provide it to all
of their patients, both public and private.
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Underinsured children present additional challenges. Some state vaccine financing
models do not allow underinsured children to receive publicly purchased vaccines in
private provider offices, which often results in referral to public health department clinics
for vaccination. Referrals for vaccination outside the medical home lead to missed
opportunities to vaccinate and lower vaccination rates.*** One success of the VFC
program has been increasing the proportion of children vaccinated in the medical home
by reducing referrals for vaccination outside the physician office.2 %! In fact, VFC-
eligible children vaccinated in the medical home have vaccination coverage equivalent to
that of privately insured children.®

Physicians and other clinicians also deal with multiple different systems for
reimbursement of vaccine administration costs. In general, private health inserange plans
pay vaccine administration fees that are higher and less variable than th a@e
Medicaid administration fee for VFC.

D. Consumers and parents

atfons for vaccination.>*%*

Ir patients understand how
by private or public

Parental demand for vaccines is related to provider recom
Therefore, it is important that both healthcare provigers
vaccines and vaccine administration costs will bgreimb
insurance.

For children and adolescents covered by commercial (private) insurance, parents have
two primary worries related to finanging.e inations when they go to the doctor.
First, is the vaccination included in ih insurance benefits? Second, what are the
costs associated with vaccination thatSgsurance will not pay for? These might include co-
pays for office visits or vaccifiations, co-insurance for expensive vaccines that are not

r, or the need to meet a significant deductible before
dies show that cost-sharing reduces the use of
rticularly co-insurance and deductibles.®® Although use of
(HDHPs) may be increasing, it has been estimated that over
health savings accounts (HSA) provide first-dollar coverage
including vaccinations.>>*® As vaccines become more expensive,

insurance coverage is
preventive services®
high-deductible hea
80% of HDHPs liR
g, ser

Chi ith public health insurance or without health insurance coverage for
vaccingtions can usually access VFC program vaccine, although this may vary by setting
and state (see Section V). There are no charges to consumers for VFC vaccines, which
are provided to physicians and other clinicians free of charge. Providers are permitted to
seek payment for vaccine administration from VFC patients who are not Medicaid-
enrolled; however, they cannot legally withhold VFC vaccine due to a patient’s inability
to pay. This is a potentially difficult position to place parents and providers in. If parents
of VFC-eligible children do not understand this distinction, they may believe that their
provider is intentionally or unintentionally ignoring VFC rules, or may forgo vaccination
due to physicians and other clinicians’ requests for payment.
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E. State and local government

Many actors at the state level influence vaccination reimbursement policies in each of the
fifty states. Governors and state legislators establish state laws and budgets, including
state Medicaid funding, the level of which is likely to be affected in every state by the
current economic situation. State Medicaid directors are responsible for developing state
Medicaid reimbursement policies within CMS rules. State Medicaid budgets must be
used to cover an increasing number of services, so increasing vaccine administration fees
using state funds may be difficult. In addition, the Medicaid program and the VF&
program in most states are administered by two different departments, so stat icaid
agencies may have different priorities for Medicaid funds than those of VF@

administrators. State and local immunization programs within state health tments

have had to make financing-based decisions about which of the reco vaccines to
implement for underinsured and, in universal purchase states, fullyai children.*>
Finally, Section 317 operations funding, which pays for non-vageige @ests of state

immunization programs, has not increased to the same degr t te number of vaccine
doses administered has increased.?®

Underinsurance is the largest financing gap in th childinaccination program. This
gap has a dual root cause. First, in the private segtor, S0 e purchasers choose commercial
health plans that do not cover all recommended v *I'Second, in the public sector,
the VFC safety net is assigned to FQHCs a HCs rather than to health department

clinics, the traditional healthcare safgty rogtder. FQHC and RHCs have limited
% of VFC providers are FQHC or RHCs. In

capacity and geographic reach: fe
addition, as noted above, no admini on fee is provided by VFC for underinsured

children, so these sites have dittle incentive to conduct outreach to the underinsured.

Many states attempt to/address the“underinsured gap with a combination of Section 317
funding and state discrégiénary funding. However, discretionary funding is subject to the
annual appropriations pro@ess and has not kept pace with purchasing needs for new
vaccines.” This h two- tiered6 vaccine financing systems in many states. The

vaccines for this population. As the cost of the recommended vaccine series rises, the
difficulty in securing enough funds to purchase vaccines for all children increases.

® “Two-tiered” indicates a state vaccine financing system under which the set of publicly purchased
vaccines provided to underinsured children is not the same as the set provided to other VFC-eligible
children. (Lee 2007)
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This de facto prioritization varies by state; ergo, childhood vaccine recommendations are
not being implemented uniformly across the country.*® **> However, there is reluctance in
all states to continue implementing two-tiered vaccination systems that are not inclusive
of all children and adolescents. In some states, implementation of a newly recommended
vaccine is delayed until the state is able to finance vaccines for underinsured children.
Other states may choose not to provide a newly recommended vaccine to underinsured
children in the public sector safety net at all."> Both of these situations result in an ethical
tension in which some children do not receive timely benefit from new vaccines.

In an attempt to avoid these tensions and provide equitable care, states have expl &
variety of solutions to the problem of two-tiered financing. Some state health
departments have initiated systems that bill insurers for vaccines given at
departments to privately insured children. This saves discretionary funds t
used to provide additional vaccines to the under- or uninsured using
other states are exploring the use of state discretionary funds to im
purchase to overcome two-tiered systems and to support physicj

other clinicians

by implementing a vaccine replacement system for all childrgffNincleding the privately
insured.
VIII. Results of VFWG-suggested studies O

Manufacturer and insurer studies
In late 2006, a series of key informagg i ieWs about vaccine financing was conducted
with all six manufacturers that provide pediatric vaccines in the United States. Results
included three overarching themes on to all respondents about critical elements
required in any solution to vaCcine finaAcing problems: preservation of the current
public-private sector sys avoiding erosion of the private sector market; assurance
of an environment that/keeps thefWwaccine field attractive to allow for innovation through
research and develo nd recognition that timeliness of new vaccine
implementation ved by decreasing time to, and increasing the efficiency of,
ACIP recommen d subsequent processes.

plans offered. The most important factors used to determine or adjust reimbursement
rates were manufacturer’s price for vaccines (80%) and physician feedback (53%).
Frequency of review of reimbursement rates varied by plan from weekly to less than
annually. Over half of respondents participating in the follow-up interview felt that
vaccine financing was a barrier to childhood vaccination; most reasons cited related to
the cost to physicians to provide vaccines. Suggested solutions included obtaining
provider input on reimbursement, complying with AAP recommendations to increase
reimbursement, not using relative value units (RVUs, a system designed by AMA) as a
basis for payment, and instituting universal vaccine purchase by states or insurers.
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Provider cost and reimbursement studies

The data in this section refer to currently unpublished studies of vaccination in pediatric
medical practices, the results of which are currently being refined and prepared for public
release. This section will be modified to include specific references and results following
finalization of results and approval by the principal investigators of the studies in
question.

Costs to purchase vaccine in pediatric medical practices are highly variable. Som
practices report paying less than the federal contract price for vaccines; some repor
paying much more. With regard to non-vaccine costs of the vaccination proce

(including but not limited to labor and overhead), estimates average betwe 0 for
administration of vaccines to children or adolescents. @

Reimbursements received for vaccine purchase and vaccine adminjstratign’are also
variable: some providers are reimbursed above, and some belo roduct costs.
Some vaccine products seem to generally be at least minimal

while others (e.g. rotavirus and varicella) are money losers, Wi -20% of practices
losing money on every dose purchased. For vaccin d lon, physicians report a
range of fee reimbursements, with an average reifmburse of $14-$17 per product.
Most physicians do not cover administrative cos unles they vaccinate a child with at
least three products with the product and adminis reimbursements from private
insurance. Public insurers (i.e., Medicaid) only administrative fees on the
assumption that VFC vaccine is usedsto In Georgia these administrative fees
average $10 for the first dose, and % tlonal doses concurrently administered.
Therefore, medical practices serving &large number of publicly insured patients lose out
on small gains from productg/and are paid administrative reimbursements that are less

In some cases, overa cine payment exceeds vaccine price, but some practices lose
money on vaccing,producigtone. As the number of vaccine doses given per visit rises,
i ini vith additional administrative reimbursements and potential

Newly recommended vaccines may increase pressure on vaccine providers. Physicians
have delayed purchase of recently recommended vaccines due to financial concerns. In
addition, non-routine costs of vaccination like ordering and inventory management have
increased in the past 5 years. A small proportion of physicians has seriously considered
no longer providing vaccines to children.
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Tensions resulting from changing vaccination costs, variable reimbursements, and
practice expenses demonstrate a need for action on the part of all stakeholders
participating in the vaccine financing and delivery system. The following section will
summarize conclusions based on existing research and propose potential recommended
activities to remove financial barriers to vaccine access for children and adolescents.

X
o
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IX. NVAC VFWG Draft Conclusions and Proposed Policy Options for NVAC
Consideration

Organization of Draft Conclusions and Policy options for Discussion:
A. Context
B. General Conclusions
C. Public Sector Financing for Vaccine Purchase and Vaccine Administration
Reimbursement
i. Conclusions Related to Public Sector Vaccine Purchase and Vacci
Administration E
ii. Proposed Policy options Related to Public Sector Vaccine Purchas

Vaccine Administration
D. Private Sector Financing for Vaccine Purchase and Vaccine Ad 'r@ion
Reimbursement
i. Conclusions Related to Private Sector Vaccine Pur
ii. Proposed Policy options Related to Private Sect ine Purchase
E. APPENDIX: Table of Proposed Policy Options for ati@nal Vaccine
Advisory Committee (NVAC) Consideration Rei accine Purchase and
O

Vaccine Administration Reimbursement (fosmati
recommendations)

i. Public Sector

ii. Private Sector

A. Context &
The draft conclusions and policy opti nented here are based on the deliberations of
the National Vaccine Advisory Commigtee Vaccine Financing Working Group (NVAC
ment is t0 present potential policy options that may help to
to accessing all vaccines routinely recommended for

The draft conclus potential policy options are presented for the purpose of
discussion to elicit additional input. Pros and cons are presented with each

conside ot be comprehensive. Because there may be multiple ways to assure
adeg cing of vaccines and vaccination, multiple approaches have been presented
a a result, some draft considerations may not be consistent with each other.
Furthe numbering of the policy options and the conclusions are not intended to

match ghrectly. In cases where multiple options on the same issue are presented to elicit
input, it is likely that only a limited number of options, compatible with each other,
would ultimately go forward from NVAC.

In addition to the pros and cons listed with each policy option there is a rating of the
potential impact of implementing each policy option as “minor,” “moderate,” or “major”
in terms of impact of eliminating financial barriers to access to vaccines if implemented.
Further, there is a notation on whether or not the policy option requires authorizing
federal legislation. Policy options have been directed to specific stakeholders defined in
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this report as: (1) Federal, State, and Local Health Departments (2) Employers, Payers,
and Health Insurers (3) Vaccine Manufacturers (4) Health Care Providers and their
organizations (5) Vaccine Distributors and Purchasers (6) Consumers or other
stakeholders.

The Vaccine Finance Working Group recognizes that any policy options to improve
vaccine financing that would require additional state or federal funding could create
demands on state or federal budgets that may compete with other worthy public goods.
The Working Group did not attempt to prioritize their vaccine financing policy optiens
against these other public goods, but believes in general that vaccinations shoul %e
a high priority in state and federal budgets for the reasons stated in the Gener
Conclusions (below), particularly number 3.

The Working Group also recognizes that it would be difficult to achig
universal national implementation of any policy options in the U.Sathat\g
legislative or budgetary action by each state or locality and so, i gral, would favor
actions, when appropriate, at the federal level to achieve suc lementation.

In a separate process, the NVAC Adolescent Worki s developed a set of
recommendations for vaccine finance (enclosure). Theseshate been previously shared
with stakeholders for comment. The adolescent §inancing recommendations are being
included again in this mailing in order to consoli e process of getting input on both
documents. NVAC will work to make bothsgets of recommendations the same following
receipt of public comment.

The draft conclusions and policy o S |; the white paper and from the NVAC
Adolescent Working Group are presentéd here for the purpose of discussion and to elicit

approaches have bee
consistent with e
presented to elicit
with each

eSented as options. Some draft considerations may not be
n cases where multiple options on the same issue are

meeting, a revised set of conclusions and policy options will be developed by the VFWG
and sent to interested stakeholders for comment after the June meeting. It is anticipated

that NVAC will adopt final childhood and adolescent vaccine financing conclusions and
recommendations at its September 16, 17 2008 meeting in Washington, D.C

B. General Conclusions
(1) The current system of vaccine financing in the United States (U.S.) has led
to record high immunization coverage rates and record low levels of
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(2) The successes of the current vaccine financing syst

(3) Vaccinations are diffgge
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vaccine-preventable diseases for most vaccines incorporated into the
immunization schedule prior to 2000, when newer more expensive
vaccines, beginning with pneumococcal conjugate 7-valent vaccine
(PCVT), came onto the immunization schedule. Vaccines recommended
for widespread use in children and adolescents have demonstrated high
levels of efficacy and safety and provide substantial benefits to children,
adolescents, and society in general. Prior to 2000 the existing system had
the capacity to deliver ACIP recommended vaccines to children and
adolescents. The current system is experiencing challenges in deliyering
vaccines recently recommended by the ACIP for universal vaccinatiog qf
children and adolescents. Whether the current delivery system
accommodate vaccines that will be recommended in the futyrei

question. @

vaccine-preventable diseases are the result of pu private sector
collaboration, reinforced by the VFC progra

infrastructure in many states would not be ate to vaccinate all
children and adolescents should S|g @

her preventive health services in that
most vaccines provi otection to the individual from vaccine-
preventable diseases‘08g also protection to the community through herd
immunity. F@f example/widespread use of pneumococcal conjugate
vaccine i children has been associated with marked reductions in
i i cal disease in older children and adults. Children and
re required by state laws to obtain many vaccines for school
t both themselves and their communities. It is in the

s to vaccines without financial barriers.

The current system of financing does not assure access for all children and
adolescents without financial barriers. Since 2000, eight new ACIP
recommendations to incorporate new vaccines into the routine
immunization schedule or increase the number of doses needed of
vaccines already in the schedule (pneumococcal conjugate,
meningococcal, acellular pertussis boosters for adolescents, rotavirus,
HPV, hepatitis A, second dose varicella and annual influenza vaccination)
has led to the identification of significant problems in the vaccine
financing and delivery system. The system is challenged to deliver
recently recommended vaccines and to implement future new vaccine
recommendations. There is a need to better define the magnitude of the
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problem in the current public and private sector vaccination financing and
delivery systems in the U.S.

(5) Proposed vaccination financing solutions should anticipate that there will

(6) Vaccine-preventable diseases are not constrained by

continue to be changes in the recommended vaccination schedule such as
future vaccines being added in the next ten or more years. The
vaccination financing system should be robust enough to accommodate
these new vaccines with minimum delay between the adoption of new
routine vaccination recommendations for children and adolescents and the
time at which children and adolescents can receive the vaccines. ed
solutions should also take into account potential changes in he

delivery over the next ten or more years.

boundaries, therefore policy options for addressing

those organisms to persons residiRg in other states who cannot be
vaccinated (i.e., with contraindications); have compromised immune
systems and thus cannot mougt a protective immune response, or are the

few persons for whom,a Q ts not effective.
(7) The current vaccinat inancing system is a mixed public and private

sector effort. £A decision’to implement new routine vaccination

tiogs for children and adolescents requires budgetary
appropuations by$federal, state, and local governments as well as

isi multiple independent insurers and employers to assure

t of medical care providers for vaccines and the costs of
inistration.

vaccination services for children and adolescents to cover costs of vaccine
purchase, vaccine administration, and other non-vaccine costs of
vaccination. Reimbursement should be structured to provide an incentive
for medical providers to offer vaccination services.

(9) There needs to be a better understanding of costs associated with efficient
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vaccination services, including the cost of vaccines, vaccine
administration , and other non-vaccine costs of vaccination. This
information would be important to individual providers, public and private
insurers, and policy makers in determining appropriate reimbursements for
vaccines and other costs of vaccination.
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(10) Since the vaccination financing problems that the Vaccine
Financing Working Group has identified are multi-factorial, it is likely
that the solutions will also have to be multi-factorial. No single policy
option or action affecting one stakeholder group or sector is likely to have
a large impact. Itis likely that a series of solutions will be needed,
affecting multiple sectors and stakeholder groups to address all facets of
the problem in a comprehensive manner. All stakeholder sectors will need

to participate in this effort.
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C. Public Sector Financing for Vaccine Purchase and Vaccine Administration
Reimbursement
i. Conclusions Related to Public Sector Vaccine Purchase and Vaccine
Administration

Vaccine Purchase

1. The Vaccines for Children (VFC) program has largely been successful in providing

vaccines to the three groups of children and adolescents, Medicaid eligible, uninsured,

American Indian or Alaska Native, entitled to receive those vaccines at any VFC-\KHed
f

provider. However, VFC has not been as fully successful in serving a fourth gr
entitled children and adolescents, the underinsured.

financing of vaccines. Underinsured children and adolescents are only/ entitled to receive
VFC-purchased vaccines in Federally Qualified Health Centers (FQ
Health Centers (RHCs). Since many underinsured children an

3. Failure of state funds and the Section 317 program appropriations to keep pace with
the newly recommended vaccines has resulted in underinsured children and
adolescents remaining under-vaccinated.

' ie ;?/e instituted two-tiered systems for

hildren and adolescents and a second tier for non-
escents. /Children and adolescents covered by VFC at the
health departments can r Il recommended vaccines. Children and adolescents who
are underinsured and who.are noPéntitled to VFC vaccine at the health departments may

be turned away with Ing vaccinated due to inadequate public sector funds to
purchase new vaegi

4. Many public health department
vaccinations: one tier for VFC eligi
VFC eligible children and a;

potential that current provisions of VFC could be weakened in the legislative process.

Vaccine Administration

7. There is only reimbursement for vaccine administration available for one category of
VFC eligible children and adolescents, those participating in Medicaid. This is a barrier
to immunizing the uninsured, the underinsured, and American Indian/Alaska Native
children and adolescents served by VFC and not covered by Medicaid.
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8. Vaccine administration reimbursement in fee-for-service Medicaid is inadequate to
cover costs of providing vaccines in most states, varying from $2 per dose to $18 per
dose (median $8.36). These rates are far below the CMS-established cap in most states,
and is less than Medicare Part B reimbursement for vaccine administration (i.e. for
influenza vaccine, in 2007, the average geographically unadjusted Medicare
reimbursement rate was $19.33).

9. CMS set State-specific caps to Medicaid reimbursement for vaccine administration
reimbursement in 1994. These reimbursement rates are out of date and do not reflegt all
the factors that contribute to costs of providing childhood vaccinations in 2008. T& a
barrier to immunizing children and adolescents, particularly in Medicaid fee-fgr- ce
programs.

10. Based on data collected in 2006-2007, Medicaid reimbursement is's ntially less
than private insurance reimbursement. Studies in various states in olorado and
Georgia have shown Medicaid reimbursement to be substantial han practice

costs to administer vaccines.
i ma ounts for vaccine
Insurame€ Programs (SCHIP) and

11. There is a wide range of reimbursement mecha
administration in Medicaid and State Child Heal
managed care programs. Although some reimbuksement for vaccine administration may
be included in capitation payments, office visit ra nuses, under Medicaid, it is not
likely that these reimbursements are adequatge to cover provider costs and allow a
reasonable return on investment.

12. It is not clear to the VFWG that Qnt American Medical Association (AMA)-
sponsored system of establisiing billing codes for vaccine administration fully assures

that the components of i tion administration CPT codes accurately reflect all of
the tasks that medical
and storing vaccines,
systems, counseling pati

ing inventories, entering data into immunization information
etc. Itis also not clear that the CPT coding system fully
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ii. Proposed Policy Options Related to Public Sector VVaccine Purchase
and Vaccine Administration

The following proposed policy options are for NVAC consideration regarding vaccine
purchase and vaccine administration reimbursement and are formatted in the form of
recommendations.

Regarding Section 317:
1. NVAC recommends expansion of federal Section 317 program funding toKpport

vaccine purchase for all children and adolescents who traditionally have n
Section 317 for their vaccines. This includes support to eliminate rec
implemented 2-tiered systems for new ACIP recommendations an or
vaccine purchase for underinsured children and adolescents in all stdte
Professional judgment from the Centers for Disease Control

(CDC) on the cost to provide this level of support is detaileg!i ecently
released®! 2008 “Report to Congress on the 317 Immunizatiofy’rogram.”
Pros: decreases need for state discretionary funding to cove derinsured; maintains

government support for children and adolescents w. w otherwise not be vaccinated;
paying for vaccinations reduces other costs.

Cons: has the potential to erode the private vaccin ket if children and adolescents
currently served with vaccines purchased with private funds now receive vaccines
purchased through the federal contragt; pa ide economic incentives for employers
and insurers to drop coverage for v bursement since the federal government

could assure vaccines would be ava

to cover existing and ne
to increase the Sectio
routine use, so solvi rent problems does not assure future problems will be
addressed; does evelopment of a system to assure all ACIP-recommended
vaccines for chil dolescents are automatically financed.

ires authorizing legislation: No

2. NVAC recommends expansion of appropriations of federal Section 317 funds to
cover vaccine administration reimbursement for VFC-eligible non-Medicaid
children and adolescents and for states to establish vaccine administration
reimbursement systems.

Pros: Section 317 program appropriations language already allows states to use funding
for vaccine administration (although it is not generally used as a clinical administration
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fee); would encourage FQHCs and RHCs to accept referrals for vaccination of
underinsured children and adolescents who may otherwise be turned away as such centers
would otherwise lose money on the costs of vaccine administration;

Cons: states would be required to develop a reimbursement system; Congressional action
is required to increase the federal Section 317 program appropriation whenever a new
vaccine is recommended, so relying on these funds for reimbursement for vaccine
administration may not support development of a system to automatically remove
financial barriers to all ACIP-recommended vaccines for children and adolescent

Federal Section 317 operations funds provided to states are not required to be us
administration fees and may go to other priorities such as surveillance and ed;@,

Impact: Major 6

Policy option directed to: (1) Federal Government — DHHS and

Requires authorizing legislation: No

3. NVAC recommends Congress request an a uart on the CDC’s professional
judgment of the size and scope of the Segtion 317program appropriation needed
for vaccine purchase, vaccination infrastfucture, and vaccine administration.
Congress should ensure that Section 317 g is provided at levels specified in
CDC’s annual report to Congress.

Pros: enforces an existing Institute e recommendation from report “Calling the
Shots” that “recommends that CDC’b&yequired to notify Congress each year of the
estimated cost impact of new{vaccines that have been added to the immunization
schedule so that these fi be considered in reviewing the vaccine purchase and
infrastructure budgets i

eed not filtered through the traditional budget process which
context of overall executive branch priorities for limited

ption directed to: (1) Federal Government — DHHS and Congress

Requires authorizing legislation: No

4. NVAC recommends that the Section 317 program appropriation language be
amended to call for an increase in the appropriation amount each year by at least
equivalent rates of increase to the VFC program.
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Pros: removes the barriers to seeking additional 317 funding through the traditional
appropriations process with each new vaccine policy option; that process has been
problematic in recent years.

Cons: no assurances this would occur annually

Impact: Major

Policy option directed to: (1) Federal Government — DHHS and Congress \

Requires authorizing legislation: No ,Q,
C ;o

Regarding the VFC Program:

5. NVAC recommends the VFC program be extended to includ VFC
eligible underinsured children and adolescent to receive immguntzations in public
health clinics and thus not be limited to access only at F ualified Health
Centers and Rural Health Clinics.

(In 2004, NVAC recommended that such an expansion be idered and did support
VFC coverage for underinsured children and adol er@l public health
departments.)

Pros: provides greater access to vaccines for unde ed children and adolescents who

now must receive them at FQHCs and RHCs; removes vaccine cost as a barrier for
underinsured children and adolescents; we ewhat reduce state reliance on limited
Section 317 funds; increases numb f or underinsured to seek immunizations,
would decrease the pressure to incr appropriations for 317 each time a new vaccine is
recommended; would not chahge market share since children covered are generally those
already including in publi€seGter financing for older vaccines. If pursued through
legislation, would solve&the pro in all 50 states.

Cons: if this wergyto be a plished through modification of VFC legislation, it would
risk having other ‘q; eifieations made that could weaken the VFC program; would still
not cover uagerinstred children and adolescents in private provider offices; may cause
hildreén and adolescents to leave their medical home to receive vaccines; if

ay lead to uneven solutions.
Impac ajor

Policy option directed to: (1) Federal Government - Congress

Requires authorizing legislation: Maybe

6. NVAC recommends expansion of VFC to include underinsured children and
adolescents in any setting.
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Pros: eliminates the problem of underinsurance; encourages vaccination in medical home.

Cons: has the potential to erode the private vaccine market if children and adolescents
currently served with vaccines purchased with private funds now receive vaccines
purchased through the Federal contract; provides economic incentives for employers and
insurers to drop coverage for vaccine reimbursement since the federal government could
assure vaccines would be available for those children and adolescents. Thus, a
mechanism would be needed to ensure maintenance of effort by employers and insurers
to cover existing and new vaccines in insurance policies.

Impact: Major ‘Q\

Policy option directed to: (1) Federal Government - Congress

Requires authorizing legislation: Yes

nistration
is should include
system and uniform

7. NVAC recommends expansion of VFC to cover vaccj
reimbursement for all eligible children and adoles
children on Medicaid as this would provide for
vaccine administration fee.

Pros:, would provide uniform reimbursement for e administration and eliminate the
current marked variation in Medicaid administration fees in different states; if the
Federal government used the Medicage i vaccine administration fee as a model,
would provide reimbursement that @er provider costs in most circumstances; no
need for state expenditures for vacc Inistration; saves states funds which currently
go to Medicaid reimbursem or vaccine administration and now could go to other
services; incentive for pr to serve all VFC-eligible children and adolescents

Cons: requikgs amending VFC and may jeopardize the current program; increases the
federal ;

Policy option directed to: (1) Federal Government - Congress

Requires authorizing leqgislation: Yes

Regarding Medicaid Reimbursement for Vaccine Administration:
8. NVAC recommends all states reimburse for vaccine administration at the CMS
established maximum allowable reimbursement amount. NVAC recommends
CMS work with the states to achieve this.
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Pros: increases reimbursement to levels needed to cover actual provider costs with
reasonable return on investment; addresses the fact that many states are not covering the
costs of vaccine administration; the increases would not be solely in state funds since a
substantial proportion would come out of the Federal match; provides incentives for
providers to serve Medicaid-enrolled children and adolescents.

Cons: requires state-by-state determination that this issue is important and subsequent
action; would increase state Medicaid expenditures and if budgets are fixed, would
require states to divert funds from other covered services.

Impact: Major ‘Q\

Policy option directed to: (1) Federal and State Governments

Requires authorizing legislation: No

9. NVAC recommends states fund state Medicaid and Chifdren’s Health
Insurance Plan (SCHIP) managed care plans at a | would provide vaccine
administration reimbursement at the CMS e ab@ aximum allowable
Medicaid reimbursement amount. CMS ghould with states to achieve this.

Pros: increases reimbursement to levels needed to r actual provider costs with a
reasonable return on investment; uniform reimbursement at state level, provides
incentives for providers to serve Me 'c@ ed children and adolescents.

Cons: federal mandate on the states; quire legislation; increases state expenditures.

Impact: Major

Policy option directed @ (1) Federal Government — CMS; and State Government
Requires authorim ation: No
10. mends CDC and CMS annually update, publish, and disseminate

t

edicaid vaccine administration reimbursement rates by state.

Prosie ion to issue might cause states to reevaluate the adequacy of their state’s
reimbupsement rates; doesn’t require federal legislative action.

Cons: publication of information does not directly achieve change.
Impact: Moderate

Policy option directed to: (1) Federal Government — CDC and CMS

Requires authorizing legislation: No

Page 32 of 60



DRAFT *DRAFT**DRAFT**DRAFT**DRAFT**DRAFT**DRAFT**DRAFT
Version Updated: April 1, 2008

11. NVAC recommends CMS update the maximum allowable Medicaid
administration reimbursement amounts for each state and include all appropriate
non-vaccine related costs as determined by currently on-going studies. These
efforts should be coordinated with AMA’s review of RVU coding (policy option
18, below).

Pros: allows states currently at the cap to potentially increase reimbursement; caps may
be more reflective of current costs than prior caps; attention to issue might cause states to
reevaluate their state reimbursement levels; doesn’t require federal legislative acti

Cons: updating the caps does not assure reimbursement would increase to vel;
state budgets are limited.

Impact: Major

Policy option directed to: (1) Federal Government - CMS

Requires authorizing legislation: No O
12. NVAC recommends increasing the federal match (i.e. a larger federal proportion)
for vaccine administration reimbursement dicaid to levels for other services
of public health importance (e.g.. family planning services).

Pros: requires only action and fund % ederal level.

Cons: only covers VFC chllgen and adolescents in Medicaid (unless #2 above adopted);

sets precedent to increas | Medical Assistance Percentages (FMAP) rates.

Impact: Major

Policy option dlre t 7 (1) Federal Government - Congress

legislation: Yes

recommends that CMS set a minimum required reimbursement levels for
icaid vaccine administration.

Pros: requires action only at the federal level; would ensure a minimum reimbursement
for vaccine administration nationally.

Cons: new federal mandate on state Medicaid programs; doesn’t cover non-Medicaid
eligible VFC children and adolescents; any increase in Medicaid reimbursements for
vaccine administration would likely have to be compensated for by decreases in
reimbursement of other services under Medicaid; May be opposed by states who would
construe this as price setting.
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Impact: Major

Policy option directed to: (1) Federal Government - DHHS

Requires authorizing leqgislation: Yes

Regarding State and Local Governments:
14. NVAC recommends that state, local and federal governments along with
professional organizations outreach to medical providers who currently se

in VFC. Outreach directed at providers serving adolescents who obhave
provided vaccinations in the past (e.g. obstetrician gynecologist T@

priority.
Pros: adds providers into VFC who serve children and adolesce ible for free
vaccines under VFC (e.g., obstetricians/gynecologists for a entfemales); fulfills the
intent of VFC entitlement.

Cons: None identified. O

Impact: Moderate

Policy option directed to: (1) Federal, Stategang-Local Health Departments
(4) Healt ﬁm iders

of recommended vaccines to underinsured and non-VFC
adolescents served at public health department clinics and

with vaccines purchased with private funds now receive vaccines purchased through the
federal contract; may provide incentives for employers and insurers to drop coverage for
vaccine reimbursement since the federal government could assure vaccines would be
available for those children and adolescents thus, a mechanism would be needed to
ensure maintenance of effort by employers and insurers to cover existing and new
vaccines in insurance policies; state and local government commitment is required to
increase the funds whenever a new vaccine is recommended for routine use, so solving
current problems does not assure future problems will be solved; does not support
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development of a system to assure all ACIP-recommended vaccines for children and
adolescents are automatically financed; requires state by state efforts and is unlikely to
lead to uniform coverage in all 50 states leaving financial barriers in some states.
Impact: Moderate

Policy option directed to: (1) State and Local Health Departments

Requires authorizing legislation: No \

Regarding Business Practices in Public Sector Clinics:

16. NVAC recommends states and localities develop mechanisms for bt ured
children and adolescents served in the public sector. NVAC rec entds CDC
provide support to states and localities by disseminating best and
providing technical assistance to develop these billing mechanists. This may

impnunization

s from insurance
pe utilized to enhance
munization program

their immunization program and devolve bagk i
(versus enhancing a general fund).

Pros: conserves and reinvests funds for immuniz

Cons: would likely require state by stat iStation; states and localities may not agree
and may prefer any reimbursement rance go into general state or locality
revenues to allow flexibility in thei

Impact: Minor

Policy option directedt@z (1) State and Local Health Departments

Requires authorins ation: No

mends CDC and CMS continue to collect and publish data on the
ssociated with public and private vaccine administration. Costs include
sociated with the delivery of vaccines including such activities as
putting data into immunization registries and maintenance of appropriate
storage requirements for vaccines. NVAC recommends that these published data
be updated every five years and also include information about the current state of
reimbursement by provider type, geographic region, and insurance status.**
**This policy option is recommended for both the public and private sectors though is
stated only once.

Pros: improved stakeholders understanding of cost.

Cons: none noted.
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Impact: Moderate

Policy option directed to: (1) Federal Government — CDC and CMS

Requires authorizing leqgislation: No

18. NVAC recommends the American Medical Association’s (AMA) RVS Update
Committee (RUC) should review its Relative Value Unit (RVU) coding toyensure
that it accurately reflects the non-vaccine costs of vaccination including 0&
potential costs and savings from the use of combination vaccines.**

Pros: the Resource-Based Relative Value Scale (RBRVS) system is the ba
reimbursement for many insurers; therefore, this will help make insu

commensurate with costs for many providers; these costs include: cquisition,
storage, inventory management, data entry into immunization i fon systems, alarm
systems, backup power systems, catastrophic loss insurance other costs.

Cons: may have a ripple effect on how other RVU reI ed and make the process
for evaluating these costs extremely complicated/and burdersome.

Note: requires evaluation of components of E& s to ensure that any components
of vaccine administration reimbursed through E&M codes are not also included in the
calculation of reimbursements obtaipged jwe accine administration codes, as this
would constitute duplicate reimbur % such components.

Impact: Major

Policy option directed £6: .(4) A

Requires authorizing legiSlation: No
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D. Private Sector Financing for Vaccine Purchase and Vaccine Administration
Reimbursement
i. Conclusions Related to Private Sector Vaccine Purchase and Vaccine
Administration

(1) Most private health plans report covering all ACIP recommended vaccines upon
publication of ACIP policy options in the MMWR. Many health plans report that
they begin coverage following an ACIP vote which often takes place months
before MMWR publication.

(2) Employers have a wide range of benefit plan designs to choose from i
those that cover the full cost of vaccinations so that beneficiaries do-et Rave to
pay out of pocket costs. A standardized method of coverage of ac@ion does
not exist. Which vaccinations are covered at what levels of cost-sharing is
determined at the level of individual plans.

(3) Private providers face high opportunity costs based g
purchasing expensive new vaccines and subseque
reimbursed for the administration of those vacci ther, some providers
have raised concerns about whether reimpursements-for vaccine administration
for insured children and adolescents suffigiently cover provider costs. As
vaccines become more expensive, private ders may be less willing to
purchase vaccines under the assumption that they will be reimbursed at a later
time.

e lag between
administering and being

(4) Some private providers (11% %npublished study — Freed, 2008) have
seriously consideredgeasing to provide all childhood immunizations because of
their belief that va€cingpurchase and administration reimbursements do not fully

11% of vaccine providers could have a significant

impact on m ccines available to children and adolescents leading to

increased vaccination outside the medical home and, consequently,
lower vac goverage levels.

()

layed purchasing new vaccines out of financial concerns.

iability among private providers with respect to business practices related to
accine purchasing and variability in vaccine administration reimbursements may
indicate sub-optimal business practices in some provider offices. Improvements in
business practices in such offices could lead to increased efficiency in vaccine
administration.

(7) Insurance coverage for vaccines is positively associated with increased receipt of

vaccines by children and adolescents. State mandates that require all plans in a
state to cover immunization are controversial in that:
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a. State mandates do not affect persons covered by ERISA-exempt (self-insured)
plans;

b. Research indicating the effectiveness of state mandates is limited; and,

c. State mandates are usually general in nature (e.g. “require coverage for ACIP-
recommended vaccines”) and do not specify coverage levels or provider
reimbursement amounts.

(8) It is important to determine how coverage of all immunizations recommended by
the ACIP for routine administration to children and adolescents impact insyrance
premiums. K

(9) The marginal increase to total insurance premiums to include all A%

the work

recommended vaccines for children and adolescents is not know
group.

O
Q>
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ii. Proposed Policy options Related to Private Sector Vaccine Purchase
and Vaccine Administration
The following proposed policy options are for NVAC consideration regarding vaccine
purchase and vaccine administration reimbursement and are formatted in the form of
recommendations. The numbering of policy options is continued from the above public
sector section 111.B.

Regarding Technical Assistance Related to Business Practices:
19. NVAC recommends vaccine manufacturers and third party distributors of yaccine
work on an individual basis with providers to reduce the financial burdei

initial and ongoing vaccine inventories, particularly for new vaccines.
include extending payment periods (e.g. from 60 to 90 days to 120@

ay
ore),
and/or until vaccine has been administered and reimbursed.

Pros: reduces up-front costs to providers; allows provider time to
reimbursements for vaccine administration before paying for pr. eviating cash-
flow concerns.

Cons: may create cash-flow difficulties for manufagture @o istributors who have
organized business systems around collections ogf a 30-dayseycle.

Impact: Minor

Policy option directed to: (3) Vaccipe Ma rers
(5) Vacc utors and Purchasers

- No

Requires authorizing legisl

20. NVAC recommeénds profgssional medical organizations provide their members
with technic {Stance on efficient business practices associated with providing

i iZ3 'ns suchyas how to contract and bill appropriately. Medical societies

est business practices to assure efficient and appropriate use of

ine administration. These organlzatlons may receive federal assistance
S or other relevant agencies.

proflt per dose for providers who may be paying above market averages for vaccine.
Cons: none noted.

Impact: Moderate

Policy option directed to: (4) Health Care Provider Organizations
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Requires authorizing legislation: No

21. NVAC recommends medical providers, particularly in smaller practices, should
participate in pools of vaccine purchasers to obtain volume ordering discounts.
This may be done by individual providers joining or forming purchasing
collaboratives, or through a regional vaccine purchasing contract held by
professional medical organizations on behalf of providers.

could provide incentives to private practitioners to continue providing vaccin
allow small providers to purchase newer, more expensive vaccines that woulg otherwise
be unaffordable; would result in lower cash outlays to purchase initial invegto

vaccines.

Cons: may lower revenues for manufacturers and distributors f CBjne sales.

Impact: Moderate

Policy option directed to: (4) Health Care Provigers anQr organizations

Requires authorizing leqgislation: No

Regarding Purchasers of Health Care: S
22. NVAC recommends CDC, :% al medical organizations, and other relevant
u

stakeholders develop and s t additional employer health education efforts.
These efforts should €ommunicate the value of good preventive care including
appropriate vaccipdti

Pros: gives employers@@’understanding of the importance of vaccines;

fectiveness of vaccines to employers.

Polity option directed to: (1) Federal Government
(2) Employers, Payers, and Health Insurers
(4) Health Care Providers

Requires authorizing legislation: No

23. NVAC recommends health insurers and all private payers of health care coverage
adopt contract benefit language that is flexible enough to permit coverage and
reimbursement for new or recently altered ACIP recommendations as well as
vaccine price changes that occur in the middle of a contract period.
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Pros: likely to decrease the time from ACIP recommendations to payor coverage.

Cons: requires insurer-by-insurer decision-making and may lead to non-uniform
implementation.

Impact: Minor
Policy option directed to: (1) Federal Government & State Governments
(2) Employers, Payers, and Health Insurers N
(3) Health Care Providers
24. NVAC recommends supporting incentives for the receipt of im ns by
recommending to health insurers and purchasers of health carg fto ®liminate co-
pays and deductibles for vaccination for all routinely recomg ACIP

vaccines in their plans.

Pros: could eliminate parent out of pocket costs which co rve as a barrier to
obtaining vaccines for their children and adolescents; c%s re providers receive full
reimbursement since it will not have to come frog pare -of-pocket funds.

Cons: no means to assure compliance; health insu nd plans may be unwilling to
reveal contract terms; may be viewed as antigcompetitive or as undermining the free
market; (first dollar) coverage may decrease ufacturer incentives to reduce prices to
gain a greater market share since p Id not have to directly cover any of the
costs.; First dollar coverage may in e the cost of insurance premiums, reducing the
number of people who would’opt to take the coverage. This may increase the number of
people on public covera rease the number of uninsured, increasing local, state
and federal public progfam cost:

Impact: Major
Policy opti iregd to: (2) Employers, Payers, and Health Insurers

eimbursement for vaccinations in their plans are based on
gthodologically sound cost studies of efficient practices.

Pro: adjusts reimbursement to levels needed to cover actual provider costs with a margin
of profit.

Con: no means to assure compliance.

Impact: Major

Policy option directed to: (2) Employers, Payers, and Health Insurers
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Requires authorizing leqgislation: No

Regarding other:
26. NVAC recommends NVPO calculate the marginal increase to insurance
premiums to insurance plans of including all routine-ACIP recommended

vaccines.
Pro: provides a context for the cost of this preventive service. &
Con: calculation methodology may not be generalizable. Q
Impact: Minor @

Policy option directed to: (1) Federal Government — DHHS/NVP

Requires authorizing legislation: No

27. NVAC recommends that the NVAC conve or'r re expert panels
representing all impacted stakeholders todetermifiesit policy options could be
developed that would be acceptable to stakeholders to address the burden of
financing for private sector childhood vac ons. Topics for discussion could

include:
(a) Some form of tax credits as jaceptigsger insurers, employers, and/or
employees/consumers in eligina nderinsurance and whether these credits

would provide added value etting children and adolescents immunized;
(b) Some form of insuragCe mandatés for first-dollar coverage of recommended
vaccines and thei istration;
(c) Some form of universal Tederal vaccine purchase or universal federal
reimburseme accines and vaccine administration.
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APPENDIX 1: Table of Proposed Policy Options for the National VVaccine Advisory
Committee (NVAC) Consideration Regarding Vaccine Purchase and Vaccine
Administration Reimbursement (formatted in the form of recommendations)

Proposed Policy Options for the National VVaccine Advisory
Committee (NVAC) Consideration Regarding Vaccine Purchase
and Vaccine Administration Reimbursement (formatted in the
form of recommendations)

Vaccine
Purchase or
Vaccine
Administration

Public Sector

Regarding Section 317:
1. NVAC recommends expansion of federal Section 317 program
funding to support vaccine purchase for all children and adolescents
who traditionally have relied on Section 317 for their vaccines.
This includes support to eliminate recently implemented 2-tiere
systems for new ACIP recommendations and support for vacci
purchase for underinsured children and adolescents in all st
Professional judgment from the Centers for Disease Contro
Prevention (CDC) on the cost to provide this level of sep IS
detailed in the recently released®* 2008 “Repo ss on the

317 Immunization Program.”

Section 317 funds to cover vaccine adMinistration reimbursement
for VFC-eligible non-Medicaieschi d adolescents and for
i n reimbursement systems.

states to establish vaccine ad

3. NVAC recommends gress request an annual report on the
CDC’s profession nt of the size and scope of the Section
317 program appfopsiation/needed for vaccine purchase,
vaccination infrastgicture, and vaccine administration. Congress
should ens at ion 317 funding is provided at levels
specified in annual report to Congress.

2. NVAC recommends expansion of apg@at of federal

4. N ends that the Section 317 program appropriation

anguage,be amended to call for an increase in the appropriation
Unt each year by at least equivalent rates of increase to the
program.

Regarding the VEC Program:

5. NVAC recommends the VFC program be extended to include
access to VFC eligible underinsured children and adolescent to
receive immunizations in public health clinics and thus not be
limited to access only at Federally Qualified Health Centers and
Rural Health Clinics.

(In 2004, NVAC recommended that such an expansion be considered
and did support VFC coverage for underinsured children and

Vaccine
Reimbursement

Vaccine
Purchase

Vaccine
Purchase

Vaccine
Purchase
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adolescents in all public health departments.)

6. NVAC recommends expansion of VFC to include underinsured

children and adolescents in any setting.

7. NVAC recommends expansion of VFC to cover vaccine
administration reimbursement for all eligible children and
adolescents. This should include children on Medicaid as this
would provide for a single system and uniform vaccine
administration fee.

Regarding Medicaid Reimbursement for VVaccine Administration:

8. NVAC recommends all states reimburse for vaccine
administration at the CMS established maximum allowable
reimbursement amount. NVAC recommends CMS work wi
states to achieve this.

9. NVAC recommends states fund state Medicaid and Sta
Children’s Health Insurance Plan (SCHIP) manag % e’plans at
a level that would provide vaccine adminisgfation réimbursement
at the CMS established maximum allowablg, Medigaid
reimbursement amount. CMS should work tates to achieve
this.

10. NVAC recommends CDC an
and disseminate actual Medicdli
reimbursement rates by{state.

ually update, publish,
accine administration

11. NVAC recommerfds,CMS tpdate the maximum allowable
Medicaid admin 1on reimbursement amounts for each state
and includ appropriate non-vaccine related costs as
determined tly on-going studies. These efforts should
be c inated with AMA’s review of RVVU coding (policy

commends increasing the federal match (i.e. a larger

al proportion) for vaccine administration reimbursement in
2dicaid to levels for other services of public health importance
(e.g.. family planning services).

13. NVAC recommends that CMS set a minimum required
reimbursement levels for Medicaid vaccine administration.

Regarding State and Local Governments:

14. NVAC recommends that state, local and federal governments
along with professional organizations outreach to medical

Vaccine
Administration

Vaccine
Administration

ministration

Vaccine
Administration

Vaccine
Administration

Vaccine
Administration

Vaccine
Administration

Vaccine
Administration

Vaccine
Purchase
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15.

providers who currently serve VFC-eligible children and
adolescents to encourage these providers to participate in VFC.
Outreach directed at providers serving adolescents who may not
have provided vaccinations in the past (e.g. obstetrician
gynecologists) is a particular priority.

NVAC recommends state and local governments use state and
local funds to cover the provision of recommended vaccines to
underinsured and non-VFC eligible children and adolescents
served at public health department clinics and private medical
setting.

Regarding Business Practices in Public Sector Clinics:

16.

17.

NVAC recommends states and localities develop mechanisms
billing insured children and adolescents served in the public

sector. NVAC recommends CDC provide support to stat
localities by disseminating best practices and providin nigal

assistance to develop these billing mechanisms. Thi require
additional resources that currently are not in C@“ﬂ nization
program budget. Further, NVAC recommends rei sements

from insurance (both public and private) regeived py states and
localities be utilized to enhance their immun n program and
devolve back into the immunization ppggram (versus enhancing a
general fund).

NVAC recommends CDC an continue to collect and
publish data on the cogst§ associated with public and private
vaccine administratidn. sts include costs associated with the

into immunizati
storage requi

gistries and maintenance of appropriate
r vaccines. NVAC recommends that these

W AC recommends the American Medical Association’s (AMA)

RVS Update Committee (RUC) should review its Relative Value

Unit (RVU) coding to ensure that it accurately reflects the non-
vaccine costs of vaccination including the potential costs and
savings from the use of combination vaccines.**

Vaccine
Purchase

X
&>

ssistance on
Process

Vaccine
Administration

Vaccine
Administration
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Private Sector

Regarding Technical Assistance Related to Business Practices:

19. NVAC recommends vaccine manufacturers and third party
distributors of vaccine work on an individual basis with providers
to reduce the financial burden for initial and ongoing vaccine
inventories, particularly for new vaccines. This may include
extending payment periods (e.g. from 60 to 90 days to 120 days
or more), and/or until vaccine has been administered and
reimbursed.

20. NVAC recommends professional medical organizations provide
their members with technical assistance on efficient business
practices associated with providing immunizations such as ho
contract and bill appropriately. Medical societies should identify
best business practices to assure efficient and appropriate
ACIP recommended vaccines and appropriate use of

including Evaluation and Management (E&M) code
submitting claims for vaccines and vaccine a ino . These
organizations may receive federal assistangé from GMS or other

relevant agencies.

21. NVAC recommends medical provider,
practices, should participate inJgo
obtain volume ordering disco
individual providers joining o Ing purchasing collaboratives,
or through a regional ygccine purehasing contract held by
professional medicalorgagizations on behalf of providers.

articularly in smaller
cine purchasers to
may be done by

ealth Care:
C, professional medical organizations,
akeholders develop and support additional

Reqgarding Purchase

vaccinations.

23: C recommends health insurers and all private payers of
hgalth care coverage adopt contract benefit language that is
flexible enough to permit coverage and reimbursement for new or
recently altered ACIP recommendations as well as vaccine price
changes that occur in the middle of a contract period.

24. NVAC recommends supporting incentives for the receipt of
immunizations by recommending to health insurers and
purchasers of health care to eliminate co-pays and deductibles for
vaccination for all routinely recommended ACIP vaccines in their

Vaccine
Purchase

%on

cess
elated to
Vaccine

Purchase and
Administration

Technical
Assistance on
Process
Related to
Vaccine
Purchase

Vaccine
Purchase and
Administration

Vaccine
Purchase and
Administration

Vaccine
Purchase and
Administration
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plans.

25. NVAC recommends that health insurers and purchasers of health
care should assure reimbursement for vaccinations in their plans
are based on methodologically sound cost studies of efficient
practices.

Regarding other:
26. NVAC recommends NVPO calculate the marginal increase to
insurance premiums to insurance plans of including all routine-
ACIP recommended vaccines.

27. NVAC recommends that the NVAC convene one or more expert
panels representing all impacted stakeholders to determine if
policy options could be developed that would be acceptable
stakeholders to address the burden of financing for privat
childhood vaccinations. Topics for discussion could in

(d) Some form of tax credits as incentives for insureril

and/or employees/consumers in eliminatingundéring
whether these credits would provide add “getting
children and adolescents immunized,

(e) Some form of insurance mandates for first- r coverage of
recommended vaccines and their adpginistration;

(f) Some form of universal fedegal ingypurchase or universal
federal reimbursement for i d vaccine administration

value

Vaccine
Purchase and
Administration

Vaccin
Purchase
AdminiStration
ne
rchase and
dministration

K
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APPENDIX 2: Tables and Figures

Figure 1: Disease cases and deaths averted for each birth cohort through routine

childhood immunization series

Table 4. Health and Economic Outcomes for Selecled Vaccine-Preventahle Diseases With and Without a Vaecination Program*
Without Vaccination Program Prevented or Saved by Vaccination Program
" Cases,  Deaths, DirectCosts  TotalCosts  Cases,  Deaths, DirectCosts  Total Costs
No. No. (Million), § (Million), $ No. No. (Million), $ (Million), $
Diphthera 247214 24721 2358 24930 247 212 2471 2358 24930
Tetanus 153 23 8 29 146 22 8 28
Pertussis 2662307 1049 2265 3668 2614874 1008 2193 3545
Hib 17530 663 1434 2698 17 469 661 1430 2689
Poliomyelitis 80474 723 2084 4840 60974 723 2084 42800
Measles 3433722 2795 2646 5875 3433086 2794 2645 5874
Mumps 2100718 1 aQGe 1450 20095917 1 @y 1456
Rubella 1786334 14 88 38 1784 030 14 88 380
Congenital rubella syndrome 616 68 115 173 a02 E6 112 169
HB 2320 M7 168 1272 207 353 3024 149 "
Varicella 3788807 70 205 1184 3160 2 57 173 993
Total 14330376 33564 12307 46557 13 622 004 BN 12174 46075
Abbreviations: HB, hepatitis B; Hib, Haemaphilus inflvenzae typeb.
*Costs are rounded and given in US dollars.
Source: Zhou F et al. Arch Pediatr Adolesc Med 2005 #69:1136-1144.

Table 1: Comparison of 20t ntury Afnual Morbidity and Current Morbidity: Vaccine-
Preventable Diseases
Disease 2"Century Annual 2005 Morbidity™ Percent Decrease
orbidity’
Smallpox 48,164 0 100%
Diphtheri 175,885 0 100%
Measle 503,282 66 > 99%
152,209 314 > 99%
147,271 25,616 83%
16,316 1* > 99%
47,745 11 > 99%
Congenital
Rubella 823 1 > 99%
Syndrome
Tetanus 1,314 27 98%
Haemophilus 20,000 206%* 99%
influenzae

Numbers in bold indicate at or near record lows in 2005.

ISource: CDC. MMWR April 2, 1999. 48: 242-264; ' §9urce: CDC. MMWR. August 18, 2006 / 55(32);880-893
Imported vaccine-associated paralytic polio (VAPP); —~ Type b and unknown (< 5 years of age)
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Table 2: Cost-effectiveness of newer vaccines from selected studies (base case) compared
to other recommended preventive services

Intervention Author, Year Conditions compared* $/outcome** Notes
Human Chesson 2008 Adding 3-dose series of $3,906 per Estimate for a single cohort
papillomavirus HPV vaccine for 12 year- QALY saved aged 12-99 years (females
vaccination old girls to existing cervical only).
cancer screening
Cervical cancer Mandelblatt Pap tests every three years $11,835 per Estimated for a hypothetical
screening 2002 until age 65 QALY saved population of women aged 18-
65 yea
Colorectal cancer | Frazier 2000 Fecal occult blood test plus | $21,200 per Esti K a hypothetical

popLlatigs representative of
S, ear-olds.

imate for a single cohort
aged 0-95 years.

Estimate for a single cohort
aged 11-33 years.

screening sigmoidoscopy every 10 life-year saved
years compared to no
screening
Hepatitis A Rein 2007 Routine vaccination at age 1 | $28,000 pe
vaccination compared to no vaccination | QALY
Meningococcal Shepard 2005 Routine vaccination at 11
conjugate years old vs. no vaccination
vaccination
Rotavirus Widdowson Routine vaccination at 2, 4
vaccination 2007 and 6 months compared -year saved

no vaccination

Estimate for a single cohort
aged 0-59 months. Cost is
$3,024 per serious case
averted.

* When multiple prevention strategies were analyzed, the
recommendation of the Advisory Committee on Imm
Services Task Force is presented here.

** Some studies calculated cost per life-ye

izatio

that corresponds to the most current
ractices (ACIP) or the U.S. Preventive

calculated cost per quality-adjusted life year

savedpot
(QALY) saved. QALYs are outcomes thatiin ot e quality or desirability of a health state with the

duration of survival.

NOTE: All results are from a soci

Sources:
Chesson H
vaccinati

ation. JAMA 2000; 284:1954-1961.

I perspective (i.e. include lost productivity and other indirect costs in
mic analyses generally contain a variety of assumptions that are
range of results. Estimates of cost per QALY or life-year saved
studies may use different methodology. Please see published studies and
Its and a list of assumptions.

Mandelblatt JS, Lawrence WF, Womack SM et al. Benefits and costs of using HPV testing to screen for
cervical cancer. JAMA 2002; 287:2372-2381.

Rein DB, Hicks KA, Wirth KE et al. Cost-effectiveness of routine childhood vaccination for hepatitis A in
the United States. Pediatrics 2007; 119:e12-e21.

Shepard CW, Ortega-Sanchez IR, Scott RD, Rosenstein NE, and the ABCs Team. Cost-effectiveness of
conjugate meningococcal vaccination strategies in the United States. Pediatrics 2005; 115:1220-1232.

Widdowson MA, Meltzer MI, Zhang X, Bresee JS, Parashar UD, Glass RI. Cost-effectiveness and potential
impact of rotavirus vaccination in the United States. Pediatrics 2007; 119:684-697.
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Figure 2: Cost to purchase vaccine for a child to age 18 in 1985, 1995, and 2006.

U.S. Federal Contract Prices for Vaccines
Recommended Universally for Children and Adolescents:
1985, 1995, 2006

$1,400
$1181.60 8 HPY

$1,200 sy
m 2 Hep A

$1,000 $893.60 = 1 Mening

m 1 TdrTdap

$155

1-2 MMR

= 4 Polio

$200

$800 = 4 PCVT
& Flu
$600 m 2 Var
m23 Hep B
$400 = 34 Hib

I~ ] E-
— SRR = 5 DTP/IDTaP

$0
1985 1995 2006 Male 2006 Female

Federal contract price shown for 1985 and 1995 are averages that account for price changes within that year.
Does notinclude the use of combination vaccines.

*Source: CDC Vaccine Price List 2006. C rren available at
www.cdc.gov/vaccines/programs/vfc/cdc-vag-priegghist.htm

Figure 3: Pediatric and adg)éscent vaccine doses distributed by funding source, CY 2006

N 4%

46%

B VFC

W 317

O Private
O State

5%

*Source: Vaccine manufacturers’ Biologics Surveillance Data (2006). Does not include influenza vaccine.
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Figure 4. Comparison of vaccine funding appropriations: Section 317 (1990 — 2007) vs.
Vaccines for Children Program (1995 — 2007).
$3,000,000,000
$2,500,000,000
$2,000,000,000
$1,500,000,000

$1,000,000,000

$500,000,000

$0

1990 1991 1992 1993 1994 1995 1996 1997 1999 2000 2001 2002 2003 2004 2005 2006 2007

| —e—section 317 —=—VFC |

e e and Senate Appropriations Committee Report

Source: Centers for Disease Control and P
on the Status of the 317 Program. Atlanta,
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Figure 5: Children receiving VFC vaccines by eligibility category, CY 2000 (estimated)

50
2% °

36%

LR

rican Indian/Alaska Native
nderinsured in FQHC

Source: Institute of Medicine (IOM). Calling the shots: im izagion finance policies and practices.
National Academies Press: Washington, DC. 2000. &

O
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Table 3: Actual vs. allowable Medicaid administration fees paid for VFC vaccine
administration, CY 2005.

State State Federal Total CMS administration
contribution contribution administration fee fee cap
Hawaii 0.83 1.17 2.00 15.71
Colorado 1.00 1.00 2.00 14.74
Connecticut 1.00 1.00 2.00 16.56
New Hampshire 1.00 1.00 2.00 14,51
New Jersey 1.25 1.25 2.50
Texas 1.17 1.83 3.00
Wisconsin 1.25 1.75 3.00
Kentucky 1.00 2.30 3.30
Maine 1.76 3.24 5.00
Missouri 1.94 3.06 5.00
Ohio 2.02 2.98 5.00
Pennsylvania 2.31 2.69 5.00
Washington 2.53 2.53 5.06,
lowa 1.86 3.24 5;&
Vermont 2.39 3.61 %
Illinois 3.20 3.20 .
South Dakota 2.38 4.62 .00
Michigan 3.03 3.97 .00
Rhode Island 3.12 3.88 ] 7.0
Alabama 2.33 5.67 8.00
Indiana 2.98 5.0 8.00
Georgia 3.16 8.00
Alaska 3.39 8.00
North Dakota 1.87 8.21
Minnesota 4,25 8.50
Arkansas 8.69
Nevada 8.77
California 9.00
Nebraska 9.25
Louisiana 9.45
Montana . 9.50
Mississippi .29 7.71 10.00
New Mexic 2.57 7.43 10.00
South Cal 3.01 6.99 10.00
Kans 3.90 6.10 10.00
Flogida 411 5.89 10.00
Wyomaing 421 5.79 10.00
Maryla 5.00 5.00 10.00
Utah 2.93 7.57 10.50
Virginia 5.50 5.50 11.00
West Virginia 3.04 8.96 12.00
Arizona 3.91 8.09 12.00
Oklahoma 3.97 9.33 13.30
North Carolina 3.49 10.22 13.71
Oregon 5.91 9.28 15.19
Massachusetts 7.89 7.89 15.78
Idaho 4,70 11.30 16.00
New York 8.93 8.93 17.86
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Source: Centers for Medicare and Medicaid Services (CMS) data. No data available for Delaware, the
District of Columbia, or Tennessee.

Table 4: Diseases prevented by vaccines recommended for universal use, 1988-2008.

Vaccine-preventable diseases

1988 1998 2008
Diphtheria Diphtheria Diphtheria
Tetanus Tetanus Tetanus &
Pertussis Pertussis Pertussis
Measles Measles Measles
Mumps Mumps Mumps
Rubella Rubella Rubella
Polio Polio Polio
Hepatitis B Hepatitis B Hepatiti
Haemophilus influenzae | Haemophilus influenzae | Hae ilts-influenzae type

type b type b b

Varicella e
ococcal disease

\ Rotavirus
“Hepatitis A

Meningococcal disease
- q Human papillomavirus

Influenza

Source: Advisory Committee on Immuniz Practices. Recommended Immunization Schedule for

Persons 0-6 Years—United States 8 and Rgéommended Immunization Schedule for Persons Aged 7-18
Years—United States 2008. Ay, at http://www.cdc.gov/vaccines/recs/schedules/child-

schedule.htm#printable. Q
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Figure 6: Pediatric immunization delivery system, 2004
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Source: National Center on Health Statistics. National Im@n Survey, 2004 (unpublished data).
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