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by Amy Goldstein, Washington Post, Dec. 5, 1997.
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Expansion of US medicaid system to cover HIV drugs will prevent thousands of
deaths and AIDS diagnoses, and is affordable

James G. Kahn' B. Haile' S.W. Chang®. "Center for AIDS Prevention Studies, UCSF,
Inst. for Health Pol Stud., UCSF, Box 0936, San Francisco, CA ’HJ Kalser Family
Foundation, Menlo Park, USA

Objectives: To assess the health and federal fiscal implications of expanding Medicaid,
the US insurance system for the poor, to cover HIV care for those without access to HIV
medications.

Design: Computer spreadsheet modeling of HIV disease progression, treatment costs,
and financing.

Methods: We compared projected outcomes with and without an expansion, over 5
years. The expansion assessed is for all individuals lacking medical insurance for
antiRetroviral medications and with income below $10,000 per year (125% of poverty
for a single person). It covers medications and outpatient care. The analysis
incorporates estimates of the number of people living with HIV infection by disease
stage; current access to antiRetroviral therapy, insurance status, and income; likelihood
of qualifying for and enrolling in the expansion; a natural history model of HIV disease
progression, calibrated to cohort studies; the efficacy of combination antiRetroviral
therapy in reducing HIV disease progression, based on clinical studies; the costs of HIV
medications and care; and federal government costs for the expansion.

Results: An estimated 37,100 individuals would enroli in the expansion, 83% pre-AIDS
and 17% with AIDS. Over 5 years, there are 5,200 fewer deaths with the expansion
than without. 6,700 fewer individuals with early HIV disease progress to an AIDS
diagnosis or early death. The expansion increases total life years by 14,500 over the 5
years. Total federal costs for the expansion itself are $1.3 billion over 5 years; these are
offset by decreased federal expenditures of $765 million: Medicaid, due in part to
slowed progression to AIDS ($385 million), AIDS Drug Assistance Program ($240
million), and other programs ($140 million). Federal budget neutrality, currently required
to approve Medicaid waivers to states, can be achieved by an 18% reduction in
Medicaid prices for HIV drugs. Despite this price reduction, total spending for HIV drugs
increases by $175 million.

Conclusion: This analysis suggests that expansion of the US Medicaid system to
provide wider access to combination antiRetroviral therapy would prevent thousands of
deaths and AIDS diagnoses, leading to 14,500 more years of life for persons with HIV
disease over 5 years. The program is affordable from a federal perspective, with budget
neutrality achievable if the expansion is accompanied by an 18% reduction in HIV drug
prices for Medicaid.
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A new HIV benefit In the U.S. Medicald system:
Health and federal fiscal implications

12th World AIDS Conlerence
July £, 1998

James G. Kaha®®, Brizn Haile®, Sophia W. Changt

® Center for AIDS Preventlon Siudies, AIDS Research Institute, and
Instituta for Health Policy Studics, University of Californis, San
Prancisco

1t Henry J. Kaiser Family Foundation

* Jgkahn@itsa.ucsl.edu

Objective

* Asscss the health and federal fscal effects of expanding Medicaid to
cover HIV care (or those lacking Cinanciol access to HIV medications

Health effects:  New AIDS diagnoses
Deaths
Years of life
Fiscaleffects:  Medicat care spendie,

Income suppont for dlsadled
Budge! neutrality

Methods (cont’d)

* New Mecdicald benefit
Eligiblliny:
- CD4 < 500 or elevated viral load
- inadequale or absent medication coverage
~ income < $10,000 per year
Covarage:

- Limited: drugs and outpatieat
= Foll: drugs, outpatient, inpatient, elc.

assume 90% use ARV uiple therapy

Clinlcal effect of ARV triple therapy

Pre-AlDS ta:
AIDS (6 viral load studies): 60% reduction
Death (! clinical study): 70% reduction
AlDS to:

AIDS evants (10 clin. studies):  S0% reduction
Death (8 clin. studies): 60% reduction

4154760705 T-429 P.02/03 Job-107

Background

* Advent of potent triplc ARV therapy

¢+ Formal tresiment guidelines « ARVs recommended for very harge group

= Punding crisis in AIDS Drug Assi ram (unl d HIV+
Individuaks) s Fros

* Many s:ill have financlal barriers (0 ARVs

Methods
« Spreadsheel model

- HIV disease stages, clinical progression
- Federal coats: Medicald, Medicare, A1DS Drug

Assistance Pl;xnm SSDi/sst
-3 years, all of U.S,

¢ Data {nputs

» Clinical:
HIV natural hist
Current use of ARVs
Clinical effects of ARV triple therapy

- Costs:
casts of medical care and ARV therapy
1 ini income

Initinl HIV/AIDS Disease Distribution

Number Proparifon
aware of
scrosiatus

Asyeptomatic CO4 > 500 167,000 0.42
Asympiomatic CD4 < 300 162,000 043

Symplomatic 167,000 0.79
AIDS (199) definiticn) 150,000 0.92
AIDS (1987 definiion) 100,000 1.00

Toul 750,000 0.70

Projected Number of Benefit Participants

No prior access o ARV triple thernpy 17,200
Accesa 1o Uiple therapy via subsidies 20,776
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Deaths
(per year)
33,800
83,000
12,800 D
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Outcomes - Health
(over S years)
* 11,400 fewer new AIDS diagnoses
* 4,200 fewer deaths
¢ 9,600 more years of life
Outcomes - Federal costs
(over S years)
* Limlied benefis

- S 110 millian/yesar net cost ’
- Budget newtral: (1% reduction in Medicaid HIV drug prices
S4ll, $190 million net increase in HIV drug salca
¢ Full benefis
- $160 million/year net cost

- Budget pewiral: 17% reduction in Medicaid HIV drug prices
$290 million net docrease in HIV drug salcs

Implications

New Mcdicatd benefit
* Substantial health benefits
* Limited benefit: budges neutrality feasible
* Multiple potential beneficiaries of policy
* Key part of increasing access o ARV therapy



Early Access to HIV Treatments for Underserved Populations Found to be Cost
Effective

- AIDS Activists Applaud New Research That Puts Added Pressure on

Government Officials to Expand Treatment Access -

GENEVA, July 2 /PRNewswire/ -- New pharmacoeconomic research presented today
at the 12th World AIDS Conference demonstrates that providing early access to

AIDS treatment for the poor and uninsured would be cost-effective. This study
challenges underlying assumptions supporting current Medicaid requirements

that withhold treatment from HIV-infected patients until they exhibit the

symptoms of full-blown AIDS. Medicaid is the largest payer of HIV-related

medical services in the United States.

Current Medicaid eligibility rules extend health care coverage to HIV-infected
patients only after they have suffered an AIDS defining illness or after their
CD4 count has declined to.below 200. Patients living with the HIV virus but
without the symptoms of full-blown AIDS are ineligible and, if unable to gain
access to AIDS drugs through other means, must delay treatment until they
experience the symptoms of AIDS. Although federally funded state-
administered AIDS Drug

Assistance Programs (ADAPs) generally cover the drug costs for patients
ineligible for Medicaid, many state programs have experienced financial
shortfalls due to rapidly increasing enrollments and per patient costs and, as
a result, have responded by restricting access to their programs.

AIDS activists attending the conference characterized the pharmacoeconomic
study as a solid first step in the development of a critical policy basis for

the expansion of life-saving AIDS drug therapies to the uninsured and
underinsured. The research, which was conducted by a consortium of academic
researchers, professional pharmacoeconomists, AIDS organizations and research-
based pharmaceutical interests called the Treatment Access Expansion Project
(TAEP), uses established pharmacoeconomic simulation techniques and data from
existing clinical trials (Roche clinical trials NV15182 and NV15355) to draw

two conclusions:

-- early initiation of treatment with AIDS drug cocktails delays the
progression of AIDS, and
-- providing early treatment (i.e., when the patient has a CD4 count

between 200 and 500 and has never experienced an AIDS defining event)



would result in prolonged survival and would be cost-effective, when
compared to deléyed treatment (when the patient has a CD4 count of less
than 200 or has experienced an AIDS defining event).

"At the most basic level, our research shows that patients receiving early,

aggressive treatment experience increased lifespan," said Gary Rose,

T.II.C.AN.N. (Ryan White CARE Act Title Il Community AIDS National Network)
public policy director and community liaison with the Treatment Access

Expansion Project and a chief researcher on the project. "Moreover, the

overall cost of providing patients with this survival benefit is negligible."

In April 1997, Vice President Al Gore directed federal health officials to
determine the feasibility of expanding Medicaid coverage to make new AIDS
drugs available to the uninsured for early HIV treatment. In December, the
Clinton Administration announced that an expansion in Medicaid along these
lines would be too costly. "Ability to pay should not have to be a barrier to
early intervention for people with HIV," said Daniel Zingale, Executive
Director of the AIDS Action Council.

The new pharmacoeconomic study shows that early HIV treatment would increase
life expectancy of currently infected asymptomatic patients (patients with a

CD4 count between 200-500 and never having experienced an AIDS defining event)
by 0.43 years (unadjusted for quality of life). The researchers determined

that these gains in life expectancy would result in longer treatment with

protease inhibitors and an expected increase in lifetime costs per patient of

2.2%. Ultimately, however, early AIDS treatment is projected to delay

progression of AIDS-defining events and prolong survival, at a cost well

within the range of generally accepted cost-effective medical interventions.

"This pharmacoeconomic study provides an important addition to any discussion

on early treatment," said Dr. John Homberger, Director of Health Economics in
Roche Global Pharmacoeconomic Research. "By delaying the onset of the symptoms
of AIDS, early treatment only slightly increases medical-care costs over the

first 5 years by $241 per patient per year."

The principal sponsor of the TAEP pharmacoeconomic study is Hoffmann-La Roche.
Roche Laboratories, a subsidiary of Hoffmann-La Roche, markets more than 35
medications in major therapeutic areas including AIDS, oncology,

transplantation, infectious diseases, cardiovascular diseases and dermatology.

Treatment Access Expansion Project: TAEP was initiated to develop and
disseminate sophisticated pharmacoeconomic models for use by federal, state
and local governments and other entities concerned with the budget



implications of providing treatment to people living with HIV/AIDS. TAEP
consists of a consortium of academic researchers, professional
pharmacoeconomists, AIDS organizations and research-based pharmaceutical
interests.

T.IL.C.A.N.N.: The Ryan White CARE Act Title Il Community AIDS National
Network (T.II.C.A.N.N.) is a non-profit organization dedicated to initiating
and supporting activities that ensure access to care for all Americans living
with or affected by HIV.

Roche Laboratories Inc.: Roche Laboratories Inc. is the marketing and sales
subsidiary of Hoffmann-La Roche Inc., a leading research-intensive
pharmaceutical company. Roche Laboratories markets more than 35 medications
in major therapeutic areas including AIDS, oncology, transplantation,

infectious diseases, cardiovascular diseases and dermatology.

SOURCE Treatment Access Expansion Project

CO: Treatment Access Expansion Project; Roche Laboratories Inc.;
T.JLC.A.N.N.



Changes in HIV/AIDS patterns of care and estimated costs at an urban medical center
during the era of heart

James E. Rawlings' J. Holmes? B. Belton® P. Selwyn® G. Friedland?. 120 York Street New
Haven Connecticut 06515; ?Yale New Haven Hospital New Haven; *Yale New Haven
Hospital Selwyn, USA

Objective: To estimate the patterns and costs of HIV/AIDS inpatient and outpatient care at a
700 bed urban hospital in the era of highly active Retroviral therapy (HAART).

Methods: Evaluation of utilization of inpatient and outpatient hospital services; all patients
with HIV/AIDS related admissions identified by ICD-9 coded discharge diagnoses; outpatients
identified by attendance at hospital-based HIV-specific primary care clinic. Cost of care
determined by Resource Information Management System (RIMS), a computerized fiscal
data system which assigns costs for all inpatient and outpatient hospital-related services.
Antiviral and nursing home costs were estimated from separate patient matched databases.

e ———————————— +
| 110/94-9/95%* 110/95-9/96* 110/96-9/97* |
Rt ittt o R ittt e e T +
|Admissions |830(~-10%) 1801 (-3%) | 662 (-17%) |
o Fmmm e o T et +
| Inpatient days 19102 (-12%) | 7258 (-20%) 15368 (-26%) ]
o Bt T e ittt e ittt e T T +
|Average Length of 110.9(-4%) |9(-15%) 18.1(-10%) |
| Stay | | | |
e o Fmmmm - tmm e +
|Unique outpatients | 660 | 692 (5%) } 741 (7%) |
e tmm—m e e ettt L e B ittt +
|Outpatient visits | 5523 (+3%) 15920 (+7%) | 6522 (+9%) |
B e T T e e L et R ittt e +
| Inpatient service 1$10,101,399 168,542,171 (-15%) |$6,483,350(-24%) |
| costs | | [ I
it B D o R e +
|Outpatient service |1$1,554,761 ]$1,588,857 1$1,754,634 |
| costs | | | !
e i T o o o +
|AIDS nursing home | —— 1$693, 600 | $658,920 |
o tomm e o o +
|Antiviral costs 1$1,481,000 181,992,000 (+35%) 154,039,000(+103%) |
| (estimated) i | | I
o m o e e +
|Viral load costs | —— |-- 1$125,031 |
e et E e P o tom e Fom e +
| Total cost 1$13,137,160 1$12,816,628 1$13,060,935 |
o tommmmm e tom e e +
|Cost/patient/year 1$19,904 1$17,519 1816,736 ]
bl B ittt o e R it +
| *Changes compared to previous year. |
- +

Conclusion: During the period of introduction and availability of HAART, acceleration of already-
occurring favorable shifts in utilization of services and associated costs occurred. Outpatient and non-
hospital utilization/cost and antiviral costs increased, but were offset by dramatic decreases in
utilization/cost of inpatient care. Although the total number of patients in care increased, overall costs
remained level and cost/patient/year decreased. Our analysis suggests that HAART is cost-effective.
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Executive Summary

AIDS Drug Assistance Programs (ADAPs) are state-administered drug reimbursement
programs that provide access to HIV/AIDS medications for low income, uninsured and
underinsured individuals. Funded through the federal Ryan White Comprehensive AIDS
Resources Emergency (CARE) Act and by many states, these programs form one link in
the continuum of publicly financed health care for lower income individuals living with
HIV/AIDS, along with other CARE Act-funded programs, Medicaid, Medicare and local
indigent health care programs. ADAPs operate in all fifty states, the District of Columbia
and Puerto Rico. '

These programs, initially intended to provide a safety net of temporary prescription drug
coverage for lower income, uninsured or inadequately insured people living with
HIV/AIDS, are now being called upon to fill a steadily growing gap in drug coverage for
the HIV-infected population. Increases in numbers of clients utilizing ADAP services,
the approval of new, promising and expensive anti-HIV treatmen?s, the acceptance of
combination therapy as the standard of care, rising ADAP expenditures, and restrictions
on access to other public health care programs have moved ADAPs to further expand
their umbrella of coverage. This raises the concemn of whether ADAPs are able to
adequately fill the growing gap in prescription drug coverage for people living with
HIV/AIDS.

The National Alliance of State and Territorial AIDS Directors (NASTAD), in
collaboration with the AIDS Treatment Data Network (ATDN), was commissioned by
the Henry J. Kaiser Family Foundation to conduct a two-year National ADAP Monitoring
Project. This Interim Technical Report provides an update of the data presented in the
first National ADAP Status Report, released July 1997, and continues our efforts to track
developments in the rapidly changing environment surrounding HIV/AIDS health care
and therapy access. The update describes trends in the number of individuals served by
ADAPs; drug expenditures; the fiscal status of ADAPs; and responsiveness to changes in
treatment recommendations. A comprehensive update review of these programs is
scheduled for release in Fall 1998.

Methods

In September 1997, a National ADAP Update survey was distributed to the 52
- jurisdictions receiving Ryan White CARE Act Title Il ADAP funds. The survey

response rate was 100%, with all fifty-two jurisdictions reporting. Here are the major
findings:

Update in the Number of Clients Served

The overall number of clients served by ADAPs continues to increase, although program
growth is occurring at different rates across states, including some declines:



Nationally, states report that 43,494 unduplicated clients were served by ADAPs
during July 1997 compared to 37,506 clients in January 1997 — a 16% increase.
When compared to data from the July 1996 period, there has been a 39% increase in
the number of clients served.

Thirty-nine states report increases in the number of clients served in July 1997
compared to January 1997. Six states report increases in clients served of 50% or
more: Alaska, Delaware, Georgia, Louisiana, Rhode Island and South Carolina.

Ten states report no growth or actual decreases in clients served: Connecticut, Idaho,
Massachusetts, Mississippi, Montana, North Dakota, Oregon, South Dakota,
Tennessee, and Virginia. o

A

Expenditure Update ;

A

ADAP program expenditures, including expenditures for antiretroviral drugs, contmue to
grow as do the number of prescriptions filled by ADAPs.

Forty-two states report increases in monthly ADAP expenditures, when July 1997
data are compared to January 1997. Fifteen of those states reporting increases of 50%
or greater. Those states are Alaska, Delaware, Florida, Indiana, Iowa, Louisiana,
Missouri, Nebraska, New Hampshire, North Carolina, Ohio, Rhode Island, South
Carolina, Vermont and Wisconsin.

Monthly ADAP expenditures increased 36% nationally, from $19.5 million in
January 1997 to $26.6 million in July 1997. A comparison with data from the
previous national ADAP survey indicates a 78% growth in monthly expenditures by
ADAPs nationally when July 1996 are compared to July 1997 data.

States report that the total number of prescriptions filled for all drugs on ADAP
formularies increased by 24% from 105,236 in January 1997 to 130,336 prescriptions
filled in July 1997. Notably, the number of protease inhibitor prescriptions filled by
state ADAPs increased by 75% from 12,530 to 21,951 when comparing the same time
periods.

States report a 38% growth in expenditures for antiretroviral drugs from $15 million
in January 1997 to $20.7 million in July 1997. There was a reported 20% growth in
expenses related to other formulary drugs (including drugs for the prevention and
treatment of opportunistic infections) from $4.8 million in January 1997 to $5.7
million in July 1997.



ADAP Budget Update Since the Last Report

The total national ADAP budget (including all sburces') increased from $385 million to
$422 million since the last report. This represents an overall increase of 9.6% or $37.1
million. The increase includes a 9% increase in federal and state funds, from $358.5

million to $390.8 million.> Moreover, a number of state programs secured additional FY'
1997 funding:

¢ Thirty-six states now supplement federal dollars with state-specific fiscal support (6
additional states since the last report).

» Thirteen states realized increased state/local general revenue support over the six-
month period — Arizona, the District of Columbia, Florida, Indiana, Kentucky,
Louisiana, Massachusetts, Minnesota, Nevada, Oklahoma, Pemysylvania, Tennessee,
and Vermont. ' "

4

e Six states provide the vast majority (78%) of ADAP funds provided by states—
California, Illinois, Louisiana, Massachusetts, New York, and Pennsylvania.

¢ Sixteen states do not provide any funds specifically for ADAP and therefore rely
solely on federal funding to provide ADAP services. These 16 states are: Alaska,
Arkansas, Delaware, Idaho, Iowa, Kansas, Michigan, Mississippi, Montana,
Nebraska, New Hampshire, North Dakota, Oregon, Rhode Island, South Dakota and
Wyoming.

. Emergency Cost-Containment Measures Continue

- Despite an overall increase in the national ADAP budget, there continues to be disparity
in the diversity of funding sources that are available to and utilized by ADAPs and many
states are relying on emergency measures to continue to meet client demand and
expenditures. Twenty-three states are currently curtailing ADAP services or facing
budget shortages which may result in reduced services early in 1998. For example:

e Thirteen states report that they will exhaust their ADAP budgets before the next
round of federal funds is available on April 1, 1998. These states are: Alabama,
Alaska, Arizona, Colorado, Idaho, Kansas, Kentucky, Maine, North Carolina, Puerto
Rico, Texas, West Virginia and Wyoming. At the time of the last report, eleven states
reported anticipated budget shortfalls, six of which continue to do so.

' All sources include federal (Ryan White CARE Act Title II base and supplemental funds and Title I
funds), state/local funds, and other funds such as drug rebates and insurance recovery.

2 The largest category in the 1997 national ADAP funding system, the FY 1997 federal Title Il ADAP
supplemental funding ($167 million), remained constant since the last report. Federal increases therefore
are from increases in Ryan White Title II base funding and Ryan White Title I eligible metropolitan area
(EMA) contributions.



* Fifteen states report that they are maintaining waiting lists for entry to ADAP or for
access to protease inhibitors (this is the same number of states which reported such
waiting lists at the time of the first report, 12 of which continue to do so and three
report waiting lists for the first time). The nine states which currently report waiting
lists for entry to ADAP are: Alabama, Florida, Georgia, Indiana, Mississippi,
Montana, Nevada, South Carolina and South Dakota. In addition, North Carolina has
stopped authorizing new clients for program participation since September 1997,
although the program does not maintain a waiting list. The seven states which
currently maintain waiting lists for clients to access protease inhibitors from the
ADAP are: D.C., Idaho, Kentucky, Maine, Mississippi, Oklahoma, and Nevada
(Nevada also has a waiting list for entry to ADAP).

ADAP Formularies and Responsiveness to Evolving Standa‘rds Sor Clinical Practice

~ Atatime of fapid advances in the clinical management of HIV/AIDS? and finite
resources, states report efforts to: expand formulary coverage, broaden provider and
community input in formulary development, and respond to federal treatment guidelines.

¢ Forty-five states report that they have formal ADAP advisory bodies in place that
assist in making formulary decisions and, in some cases, decisions regarding the
administration and structure of the ADAP.

 Forty-two states have changed their formularies since our previous report. Forty-nine
states now cover the most recently FDA-approved protease inhibitor, nelfinavir
(Viracept). Two ADAPs (Arkansas and South Dakota) currently do not cover any
protease inhibitor. Forty-four states cover the first approved NNRTI, nevirapine
(Viramune).

» Fifteen states report expanding the ADAP formulary to cover the eleven approved
anti-viral drugs referenced in the antiretroviral guidelines, in addition to the states
already providing coverage for these treatments. States have taken other actions in
response to the PHS/NIH guidelines, including updating state/local treatment
guidelines and developing provider education programs. .

* Ten states added drugs for the treatment and prevention of opportunistic infections
(OIs). However, there continues to be significant disparity among ADAPs in their
coverage of OI treatment/prophylaxis. Only two state ADAPs cover the 14 drugs
strongly recommended for the prevention of OlIs in the PHS/IDSA guidelines.

* In June 1997, “Draft Guidelines on the Use of Antiretroviral Agents in HIV-infected Adults and
Adolescents™ were released by the Public Health Service (PHS), in collaboration with the National
Institutes of Health (NIH) and the Henry J. Kaiser Family Foundation. Also in June 1997, the PHS in
collaboration with the Infectious Disease Society of America (IDSA) released “Guidelines for the
Prevention of Opportunistic Infections in Persons Infected with HIV.”



Relationship of ADAP to Medicaid and Private Insurance Coverage

The relationship between ADAP, Medicaid and private insurance has come under

increased scrutiny as states seek to maximize non-ADAP sources of pharmacy benefits in

order to reduce the burden on ADAP. Some states utilize insurance continuity programs
to reduce the burden on their ADAP and provide stable access to health care services. In
order to monitor emerging trends, states were asked to describe efforts to ensure that
ADAP is the payer of last resort, discuss areas of cooperation between Medicaid and
ADAP, and assess the impact of Medicaid coverage on the state ADAP.* For example:

* Approximately 7 percent of ADAP clients served in July 1997 were also current
Medicaid beneficiaries (including those in the spenddown process). The reported
percentage of ADAP clients estimated to have Medicaid benefits varies greatly from

. state to state. Twenty-one states reported that no active ADAP clients were Medicaid
beneficiaries. * '

* Thirty-nine ADAPs indicate that they have mechanisms to cross-check/coordinate
client eligibility with the state Medicaid program. Twenty ADAPs report that they
routinely back-bill Medicaid when an ADAP client receives retroactive Medicaid

. benefits. '

* Approximately 7 percent of ADAP clients served in July 1997 had private health
insurance that provides some level of prescription drug coverage, although this
percentage varied greatly by state.

4 State AIDS programs were asked to identify Medicaid policies in their states that may result in increased
demand on ADAP. An analysis indicates that nineteen of the twenty-three states identified as having less
expansive Medicaid coverage (i.e., no medically needy eligibility category, low spenddown threshold
and/or prescription drug limits) are also states with restricted access to ADAP.



Penny Wise, Pound Foolish

here’s an old
saying  that
every  Ccrisis
creates oppor-
tunities. But
every opportunity also cre-
ates its own crises. The
arrival of potent combina-
tion therapies for HIV
promises to stabilize the
disease for many, vasuy
increasing the popularity of
early treatment and spark-
ing a sharp drop in new
AIDS diagnoses. At the
same time, these drugs are
expensive, and exacerbate
the crisis in our nation's
patchwork system of health
care. We want people to
stay healthy, yet who will
pay for years of antivirals?
Hundreds of thousands
who lack insurance but are
ineligible for Medicaid fall
through the cracks. The
federally funded, state-run
AIDS Drug Assistance
Programs (ADAPs) help
those not so poor, not so
sick. But by failing to
finance overall medical
management (e.g., lab
tests and doctor visits),
ADAPs encourage improp-
er use of antivirals and
increase the likelihood of
drug failure. And since
funding does not automat-
ically grow with demand
for treatment, ADAP peri-
odically faces bankruptcy.
In spring 1997, Vice
President Al Gore endorsed
a community proposal to
provide coverage for most
of those in medical freefall:
Instead of waiting for a per-
son to develop AIDS and
qualify for disability, why
not have Medicaid include
everybody with HIV below a
certain  income level?
Medicaid is more complete
than ADAP and provides
more care with less hassle

BY DAVE GILDEN

than the deteriorating pri-
vate-insurance system.

This plan was apparently
oo simple for our times.
Under the current bal-
anced-budget regime in
Washington, you can only
save a life if you save a dol-
lar, it seems. When health-
department actuaries pro-
jected expenses over the
next five years, they found
that Medicaid for HIV

In America, you can only save a

after the federal rejection.
States can apply for waivers
to add extra Medicaid cov-
erage for HIV, so long as
they promise to foot any
extra bills. At present,
Massachusetts is moving to
apply for such a waiver, with
Florida, Mississippi  and
Maine likely to soon follow.
The state efforts would
apply to people with HIV
who earn less than wwice the

life if you can save a dollar.

would be too costly. This
conclusion was predictable
enough: Even if denied
treatment, most people
with HIV won’t require
expensive medical care in
this short term. More valid
assumptions—for example,
using a 10-year ume
frame—mighl drastically
alter the financial outlook.

Advocates for this pro-
posal turned to the states

poverty level. Most benefi-
ciaries would be childless
adults with an income of
$14,000 or less and who for-
merly would have been on
“home relief,” a program
largely eliminated by so-
called welfare reform.
Others would be household
heads cut off from tempo-
rary aid o needy families.
At best, such sue pro-
grams  would constitute

Medicaid for HIV is an idea too simple for its time

demonstration projects
showing how a comprehen-
sive approach to early HIV
care would work. They
would provide solid data on
the demand for such pro-
grams and the required ini-
tal layout Far from auto-
matically sponsoring the
most aggressive therapy, as
ADAP might, their compre-
hensive nature would allow
physicians to  monitor
patients and treat when
their best judgment recom-
mends it. Such systematic
health care could accelerate
medical research by racking
the outcome of various ther-
apeutic strategies. Sall, it
sounds like the state waivers
Just continue the patchwork
system, doesn’t it?

Initial annual oudays of
several billion dollars proba-
bly are needed to extend
Medicaid nationally, but
Clinton’s 1999 budget con-
tains only an additional
$100 million for ADAP.
Daniel Zingale, director of
the AIDS Action Council in
Washington, says, “Everyone
in the administration knows
extending Medicaid makes
no sense, but they think
they can only make changes
if they’re budget neutral.”

Washington’s misers can
quibble forever over how
much money might ul
tmately be saved through
more early treatment It all
depends on such im-
ponderables as the rate of
disease progression despite
the drugs and the future
costs of caring for those who
get AIDS. Yet the epidemic
provides a grand opportunity
to recognize the social dam-
age inflicted by death and
disease. AIDS will remain a
cnsis until we seize that op-
portunity and move to con-
ol HIV in all Americans. »
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- \the federal health msuranoe program

* for the poor and disabled: But by law,

T - "' Médicaid can ‘start innovative ‘experi- -
uﬂsuz..Chnton admlmstrahon has
abatdgied ail attempt to use Medic-
ensure that tens of thousands of
“H -mfected Americans who
'arg'relatively healthy could afford
_ w‘ﬂlempxeg that may prolong their
) ;' es, accprding to federal health offi-

. ments only if it can prove that they will

not add to the progranm expendi-

) tures
' ent sources sald yesterday
that; although officials had hoped that
. by paying for more people to get
therapies, they could reduce_ the cost
of their medical care in the long run,
they had concluded that the drugs
were simply too’expensive. :
“No matter how we sliced lt, we
could not come up with a way,” said
one senior department official. “We
might have to take responsibility for

. being too optimistic at the beginning.”

For AIDS activists and public health
officials, the prospect had been herald-

_ plained for years is’ 'a shortsighted
. ;pproach to: medicine: Medicaid will
‘cover low-income AIDS patients once

they become sick enough to qualify as
disabled, but—in many cases—it will
not ¢over treatments that may keep
thém healthier. v

The issue focuses attention on a
fundamental problem as the AIDS epi-
demic it the United States has reached
a new phase. Research has made im-
portant strides lately, developing new
classes of drugs ard new drug combi-
nations that have proven effective at
slowing the virus’s ravaging effects. At
the same time, those benefits are not
reaching all Americans alike, particu-
larly as the epidemic has tilted heavily
toward minorities and the poor.

Between 1995 and last year, the

ed as an end to what they have com-

percentage of people who developed

the drop was just 5 percent among
Hispanics, and there {ras 'no improve-
ment among African Americans.

To try to make drugs more accessi-
ble, the administration persuaded
Congress this year to .increase its
funding of the AIDS Drug Assistance
Program. (ADAP) 'by. 70 percent to
$285 million. But during the last two

‘'years—as word ¢f the new, more
effective drdgs: dpread—inany states :

ran out of thelr ADAP funds. Even

now, AIDS activists say they are un-

certain whether that infusion will cov-
er the escalating demand for the new
combinations of drugs, which cost an
average of $12,000 a year for each
patient.

£ h - b Wr- "
" - cent, aocordmg 'to-:the -Centers “for -
. Disease Control and Prevention. But -

Yesterday federal health ofﬁcials
emphasized that they would continue

‘to search for other ways to use the

Medicaid program to provide AIDS
drugs to healthier people, such as
encouraging individual states to apply
for experiments or asking Congress
to appropriate more money.

. But one senior department official
acknowledged, “We don’t have a plan
B atthe moment.”

Another official said that, before
abandoning the nationwide expan-
sion, the Health Care Financing Ad-
ministration, which overseées Medic-

-aid, had studied four scenarios under

which Medicaid' would provide the
benefits to HIV-infected people at 100
percent, 200 percent, 250 percent or
300 percent of the poverty level.

They concluded that, in the first

e —

year, that expansion would help 44,000

. to 114,000 HIV-infected Americans.

“Unfortunately, none of [the scenari-
os| are revenue neutra.l——or close
the source said.

According to one AIDS actmst,
health officials said it would cost
about $800 million a year to coveg'
people at 100 percent of poverty.

“In the scheme of thmgs. thisisn'td
whole lot of money,” said Joseph
Kelly, deputy director of the Natlonal

Alliance of State and Terntona] ‘AIDS

Directors. “What we need is the politi-
cal will to do-it.” : i

But Daniel Zingale, executlve direc:
tor of the AIDS Action Council, said, “I
still believe we can work with the
administration to address the prol}
lem.”
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More information about this project can be obtained by contacting
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Robert Greenwald, AIDS Action Committee of Massachusetts, at (617) 450-1257.
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EXPANDING ELIGIBILITY FOR MEDICAID
TO PERSONS WITH HIV DISEASE

INTRODUCTION

Recent research has shown that a long-held assumption about AIDS was wrong—there is no
initial dormant phase of HIV infection. Instead, the virus attacks the body’s immune system from
the outset. This improved understanding of how HIV functions, along with the advent of
powerful new medications, has led to new recommendations for care and treatment. Specifically,
experts now advise comprehensive care and treatment, often with combination drug therapy,
from the earliest stages of HIV disease.

Despite the experts’ recommendations for early treatment and the existence of effective drugs,
significant obstacles to accessing care and medications remain for low income people living with
HIV. Existing programs cannot meet the need for comprehensive health care and preventive
services. The current Medicaid requirements force most HIV positive individuals to wait until
they develop full-blown AIDS to become eligible for coverage, a model which is inconsistent
with clinical standards, inhumane, and costly.

EARLY INTERVENTION WORKS, SAVING LIVES AND DOLLARS

The new standard of care for people with HIV emphasizes early clinical intervention, calling for
both primary care and combination drug therapy, including protease inhibitors, at earlier stages
of infection. The National Institutes of Health (NIH) report that “...it has been suggested that the
best opportunity to eradicate HIV infection is provided by the initiation of potent combination
antiretroviral therapy during primary infection.”* According to Dr. David Ho, director of the
Aaron Diamond AIDS Research Center, mathematical models suggest that patients caught early
enough and treated with combination drug therapies could be free of HIV in two to three years.?

While complete eradication of the HIV virus from the body has not yet been demonstrated,
combination drug therapies have proven effective for many, driving viral loads (the amount
of virus in the blood) below detectable levels, and maintaining or dramatically improving
overall health. Combination therapies can slow the progression from HIV to AIDS, and can
help prevent opportunistic infections (Ols). For example, researchers at NIH’s National Eye
Institute recently discovered that a combination of protease inhibitors and other anti-HIV
drugs can prevent or delay the progression of cytomegalovirus (CMV) retinitis, a common
complication of AIDS which causes blindness without proper treatment.’ Some patients in

' C. Carpenter, et. al., “Report of the NIH Panel to Define Principals of Therapy of HIV Infection,” June,
1997.

2 L. Altman, “With AIDS Advance, More Disappointment,” New York Times, January 19,
1997.

* NIH News Release, “Combination Drug Therapy for AIDS Found to Control Blinding



the study were able to stop standard CMV retinitis treatment, which can be cumbersome,
toxic, and extremely costly (between $50-100,000 per patient per year), without advancement
of their disease.*

Combination drug therapies including protease inhibitors are expensive, with costs ranging from
$8,000 to $10,000 per year. But several studies have indicated that the dollars spent “up front” on
these medications are offset by later savings on hospitalizations and other expensive care and
treatment for AIDS-related illnesses. A study by Dr. Peter Ruane of the Tower Infectious Disease
Medical Associates in Los Angeles found that each dollar spent on combination drug therapies
resulted in at least two dollars of savings on overall treatment costs, which declined 23 percent.’
The same study reported a 57 percent drop in the average number of days patients spent in the
hospital. Data from Saint Vincent’s Hospital in New York support the conclusions of the Tower
study, showing a significant decrease in inpatient care, both in terms of the number of people
hospitalized and the average length of stay.®

The findings of the protease inhibitor studies—that early intervention and treatment can prolong
health and reduce the need for more expensive treatment later—are consistent with earlier studies
on the cost-effectiveness and beneficial impact of preventive treatment. Researchers at Johns
Hopkins Hospital compared the outcomes of patients who received prophylactic treatment for the
opportunistic infection Pneumocystis carinii pneumonia (PCP) with those who did not receive
such treatment. The patients not taking prophylaxis accounted for all of the deaths attributed to
PCP, 85 percent of the hospital days, 100 percent of the Intensive Care Unit days, and 89 percent
of the inpatient charges. The study concluded that those “who developed PCP despite
prophylaxis had a better outcome and used fewer resources than patients not receiving preventive
therapy.”” Another study examining preventive treatment for PCP found that prophylaxis
resulted in longer life and a savings of $16,503 for each patient, as compared with no
prophylaxis.®

Comprehensive care and treatment which prevents or delays the progression from HIV infection
to AIDS can both improve quality of life and save money. A survey of the costs of care for

Eye Infection,” May 20, 1997 (reporting study results published in the Journal of the American
Medical Association, May 21, 1997).

‘1d
* P. Ruane, “Dramatic Reductions in Use of Healthcare Services by Patients with HIV Result
from Use of Combination Therapy with a Protease Inhibitor,” Tower Infectious Disease Medical

Associates, Inc., January 23, 1997.

 R.Torres, “Impact of Potent New Antiretroviral Therapies on In-Patient and Out-Patient Hospital
Utilization by HIV-Infected Persons,” Saint Vincent's Hospital and Medical Center, January 23, 1997.

7 1. Gallant, et. al., “The Impact of Prophylaxis on Outcome and Resource Utilization in
Preumocystis carinii Pneumonia,” Chest, April 1995: 1018-1023.

® A. Castellano and M. Nettleman, “Cost and Benefit of Secondary Prophylaxis for Pneumocystis carinii
Pneumonia,” Journal of the American Medical Association, August 14, 1991: 820-824.



Medicaid patients with HIV in Baltimore found that monthly costs for people with CD4+ T-cell
counts under 50 (generally a sign of more advanced HIV disease) were more than twice those of
people with more than 500 T-cells.” Stated simply, providing care for those who are
seriously ill costs more than caring for healthier people. Yet under the present Medicaid system,
many living with HIV must wait for their T-cells to drop and their illness to worsen before they
can receive coverage and access care.

GAPS IN HEALTH CARE COVERAGE REMAIN

The advances in overall health care and drug treatments have brought renewed health and
unprecedented hope to many people living with HIV disease. For the first time in the 15 years of
the AIDS epidemic, there has been a decrease in the numbers of Americans dying from AIDS.
The U.S. Centers for Disease Control (CDC) reported a 13 percent decline in the number of
AIDS deaths for the first six months of 1996, as compared to the same period in 1995, and
attributed this decline to improved medical care, prophylaxis for Ols, and the use of combination
therapies.'°

In the same report, however, the CDC noted that AIDS continues to be the leading cause of death
of Americans aged 25 to 44, and that the “increased prevalence of AIDS [in the U.S.] indicates
the need for medical and other services for persons with HIV infection.” While the new
medications make obtaining care more important than ever, challenges in expanding access to
primary care and treatment remain.

Medicaid provides access to health care coverage for low income, uninsured, disabled people.
Individuals who are HIV positive but have not been diagnosed with AIDS, however, are often
not eligible for Medicaid, because they do not meet the program’s disability standards or other
categorical eligibility requirements. To qualify for Medicaid, people must meet income
requirements and the disability criteria of the federal Supplemental Security Income (SSI)
program. The Social Security Administration uses the CDC’s definition of AIDS, along with
evidence of functional impairments, as proof of disability."! Despite the fact that early clinical
intervention—including primary care, preventive services, and medication therapies—has
been shown to improve health and delay the onset of expensive opportunistic infections,
most HIV positive individuals must wait until they “get sicker” and develop AIDS before
they can receive Medicaid.

® R. Moore and R. Chaisson, “Costs to Medicaid of Advancing Immunosuppression in an
Urban HIV-Infected Patient Population in Maryland,” Journal of Acquired Immune Deficiency
Syndromes and Human Retrovirology, 1997, 14:223-231.

' Centers for Disease Control, Morbidity and Mortality Weekly Report, February 28,
1997, 46: 165-173. For the first nine months of 1996, AIDS deaths declined even more
dramatically, by 19 percent over the same period in 1995.

"' The CDC definition of AIDS for surveillance purposes is: documented CD4+ T-

lymphocyte counts <200 per microliter or percent of total lymphocytes <14 percent or a variety of
opportunistic infections.



This is particularly devastating because the populations in which HIV infection is increasing are
the ones likely to enroll in Medicaid once their HIV infection becomes full-blown AIDS. The
epidemic is growing fastest among groups which have traditionally been socioeconomically
disenfranchised, including racial and ethnic minorities, injection drug users, and women. In
1996, for the first time, blacks accounted for more AIDS cases than whites (41 percent versus
38 percent).'? Women represented 20 percent of new AIDS cases in 1996, up from seven percent
in 1985. While overall AIDS deaths declined 19 percent in the first nine months of 1996, deaths
among blacks decreased 10 percent and deaths among women, only seven percent."

These populations are also the groups less likely to have health insurance and access to
treatments, and more likely to face barriers in obtaining health care, according to a survey by the
Agency for Health Care Policy and Research." People who are uninsured or underinsured not
only lack access to expensive combination therapies, but also to basic primary care and
preventive services.

Additionally, current Medicaid requirements undermine public health efforts by preventing many
people with HIV from receiving care earlier in their disease. Under the present system, we are
often not reaching these people to teach and reinforce behavior changes which can prevent HIV
transmission. Even if people are able to obtain the new combination therapies, they may lack
access to the primary care and medical case management needed to ensure that the prescribed
treatment regimen is appropriate and effective, and to support them in following complex
treatment plans. If patients do not strictly comply with their combination therapy regimens, they
are likely to develop drug-resistant strains of HIV. The existence of such drug-resistant HIV
mutations may further complicate public health efforts to combat AIDS.

Despite the existence of federal AIDS programs, such as the AIDS Drug Assistance Programs
(ADAPs) and the other components of the Ryan White CARE Act, Medicaid serves as the
foundation of AIDS care through its provision of both comprehensive health care and drug
therapies. ADAPs provide limited prescription drug coverage for some uninsured and
underinsured people with HIV and AIDS. But these programs cannot (and are not designed to)
meet the need for comprehensive primary care and diagnostic services. In spite of their limited
mission—to provide access to a limited formulary of proven AIDS medications—ADAPs face
severe financial pressure in many states, and often cannot meet the growing demand for new
combination therapies. In some states, ADAPs do not even cover protease inhibitors, and many
offer a very limited formulary of antiretroviral and OI drugs. In other states, there are lotteries,
long waiting lists, and increasingly restrictive eligibility criteria for ADAP participation.

While other Ryan White CARE Act programs pay for some primary care and drug

' Centers for Disease Control, Morbidity and Mortality Weekly Report, February 28, 1997, 46: 165-173.
1* B. Seitz, “AIDS Sufferers Living Longer,” ABC News.com, July 15, 1997.
"“P. Mohr, Patterns of Health Care Use Among HIV-Infected Adults: Preliminary

Results,” AIDS Cost and Services Utilization Survey, Agency for Health Care Policy and
Research, September 1994: 3.



reimbursement, they are not intended to provide widespread comprehensive health care. Ryan
White funding is used for a range of care and services, including food, transportation, and case
management for people living with AIDS. Additionally, many ADAPs and Ryan White-funded
primary care programs have eligibility criteria which exclude people in the earlier stages of HIV
disease. These programs lack the financial resources to broaden their eligibility criteria to cover
such individuals.

The Medicaid eligibility framework—requiring total disability to qualify for coverage— is at
odds with current clinical and public health knowledge. Many low income HIV positive
individuals with relatively intact immune systems are not presently eligible for Medicaid, but
will eventually qualify for Medicaid after developing AIDS. Unable to afford adequate treatment
early in their HIV disease, they cannot obtain the health care services necessary to manage the
disease, and will be more ill when they do enroll in Medicaid. Ironically, earlier access to these
medical services and treatments would enable them to preserve their health, learn how to prevent
transmission of HIV to others, and avoid more costly care such as inpatient hospitalization. For
humane, financial, and public health reasons, it is time to make Medicaid’s eligibility
requirements consistent with the clinical realities of HIV disease.

A COLLABORATIVE RESPONSE

In response to the contradictions between current Medicaid disability criteria and AIDS clinical
evidence and care standards, which call for early treatment of HIV disease, representatives from
the AIDS Action Council, community-based AIDS service organizations, the Health Care
Financing Administration (HCFA) and the Office of Management and Budget (OMB) have
begun to work collaboratively to address these issues. Response from the administration has been
unequivocally supportive, culminating in an endorsement from Vice President Al Gore, who has
asked HCFA to find ways in which to expand Medicaid and allow more low-income Americans
with HIV to access care and therapies. Gore is quoted as saying “[Medicaid expansion] can ease
suffering, it can increase hope, and it can get new drug therapies into the hands of people who
need them.” As a result of these collaborations, we are all working together under HCFA’s
leadership to develop a plan for expanding eligibility to Medicaid for persons who are HIV
positive.

AN AIDS-SPECIFIC EXPANSION

As participants in these discussions, we have recognized several reasons for an AIDS-specific
expansion of Medicaid. We believe that it serves the interests of public health, scientific
knowledge, and faimess to broaden Medicaid coverage to include people with HIV.

Public health: With earlier health care and treatment, as mentioned above, people living with
HIV are more likely to avoid behaviors which can spread the virus, and are more likely to adhere
to complex treatment plans, which can both prolong health and prevent development of drug-
resistant strains of HIV. Earlier access to care can also serve as an incentive for people to learn
their serostatus for the first time, and then take steps to avoid either contracting or transmitting
HIV.



Scientific knowledge: Protease inhibitors and other new medications received rapid FDA
approval, have not yet been in long-term use, and have been researched mainly by studying
people in more advanced stages of HIV disease. There are many remaining questions about the
benefits, risks, and best way to use combination therapies in people who are HIV positive, but do
not have AIDS. A Medicaid expansion demonstration project which brings people with HIV into
care provides the opportunity to gather data and conduct research studies designed to answer
these questions.

Fairness: The current Medicaid system requires most low-income people with HIV to develop
AIDS in order to gain access to health care and new combination therapies. This is in conflict
with principles and guidelines recently released by the Department of Health and Human
Services and the NIH, which call for earlier intervention with combination drug therapies as the
standard of care for the treatment of HIV in most cases. The government should ensure that this
standard of care, endorsed by its own agencies, is accessible to those who have no other way to
obtain it. Our federal government has always recognized the importance of ensuring access to
treatment for other communicable diseases, such as sexually transmitted diseases and
tuberculosis—it is unfair and inhumane to deny such treatment to people with HIV.

PROPOSAL DESIGN

The objective of this program is to expand Medicaid eligibility to low-income individuals who
have tested positive for the presence of HIV and who would otherwise be eligible for Medicaid
once their health status met an AIDS-defining diagnosis. States participating in this initiative will
demonstrate that the provision of earlier access to care and treatment will extend the period of
time that a person who is HIV positive remains asymptomatic, defer the onset of opportunistic
infection, and delay hospitalization, all of which will result in significant cost savings and life-
enhancing benefits. The following section describes what we believe are the core components of
this initiative.

Eligibility
Any and all individuals who meet the following criteria will be eligible under this program:

test positive for the presence of HIV; and
have income at or below 200 percent of the federal poverty level.

State demonstrations will coordinate resources with other private, state, and federal programs.
Individuals with private insurance can apply for and become eligible for Medicaid as a “wrap-
around benefit” thereby maximizing private insurance participation. State proposals will specify
the state specific eligibility guidelines and coordination of other state and federal programs.

Covered Benefits



Ideally, states will provide the full benefit package (i.e., mandatory and optional Medicaid
services) to individuals eligible through this program. In any case, benefit packages must be
flexible to accommodate new treatment advances and changes in standards of care that become
available during the course of the demonstration. Through this project, states, at a minimum,
must provide:

primary care,

prescription drugs,

diagnostic and laboratory services,
mental health services, and
substance abuse treatment services.

Options to Participate in the Demonstration Projects

Section 1115 of the Social Security Act allows the Secretary of Health and Human Services to
grant waivers from the usual federal Medicaid requirements" to states which want to create
demonstration projects to test new approaches to Medicaid. These demonstration projects must
be designed to promote the objectives of Medicaid,'® and must include a research and evaluation
component. Generally, demonstration projects created under a Section 1115 waiver are supposed
to be “budget neutral” over the life of the project, meaning that costs under the demonstration
project do not exceed what costs would have been without the waiver in place. Section 1115 also
authorizes matching federal funds for certain expenditures.

This initiative will be designed to provide states with the maximum flexibility possible in
participating in a Medicaid expansion demonstration project. The project does not necessarily
need to meet the traditional definition of “budget neutrality,” since there can be federal and/or
state subsidies. Also, budget neutrality should be measured within a time frame which is
appropriate for assessing the clinical impact and cost-effectiveness of the new combination
therapies (e.g., over a period of five to ten years).

Options for participation include the creation of a free-standing demonstration program or new or
amended 1115 waivers. New 1115 waivers could provide the vehicle to expand Medicaid
eligibility and/or allow a Medicaid buy-in option for those individuals otherwise ineligible for
coverage. Amending an approved or pending 1115 waiver could also be used to expand
eligibility. In addition, states could increase the income standards for their Medicaid buy-in
programs, allowing more persons who are HIV positive to qualify. For example, states could set
the income standard at 200 percent of the federal poverty level or they could use a graduated
system to make more individuals eligible.

' As defined in Section 1902 of the Social Security Act, and other provisions
incorporated through Section 1902.

'® As set out in Title XIX of the Social Security Act.



NEXT STEPS

Over the next several months, the AIDS Action Council will work with HCFA to develop and
refine a solicitation process for states to successfully participate in the HIV Expanded Eligibility
Demonstration Initiative. It is important for community-based AIDS service organizations to
urge their state governors and Medicaid directors to advocate for this initiative with HHS and
HCFA. While we expect that this initiative will offer states tremendous opportunities to provide
cost-effective access and coverage to its most vulnerable populations, we also recognize the
range of development and design issues that need to be resolved. Over the next several months,
the AIDS Action Council will work with states and HCFA to complete the following tasks:

Continue to work with HCFA to design a program that includes adequate incentives
for state participation in this initiative.

Build consensus among federal and state leadership, elected officials, and government
staff, including representatives from Medicaid programs, Departments of Health, and
Departments of HIV Services.

Work with HCFA to develop a process that allows states to efficiently design and
implement a vehicle for eligibility expansion that responds to the unique environment
and situations of each state (waiver amendment or new waiver submission).

Design a process to solicit input from consumers, AIDS service organizations,
primary care and other health care providers, and health care agencies regarding
program design and program effectiveness, on an ongoing basis.

Work with HCFA to develop a methodology that allows states maximum flexibility in
measuring cost effectiveness. The goal will be to have HCFA resolve methodology
issues related to baseline measurements, the measurement of savings in other
government programs, and evaluation time frames.

Work with HCFA to identify and develop data bases that provide the information -
needed to estimate current expenditures and projected costs for the purposes of
assessment and future planning. Necessary data includes the number of newly eligible
individuals by state and service area (persons who are HIV positive with incomes
below state defined eligibility criteria), utilization of services, and cost.
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EXPANDING ELIGIBILITY FOR MEDICAID
TO PERSONS WITH HIV DISEASE

INTRODUCTION

Recent research has shown that a long-held assumption about AIDS was wrong—there is no
initial dormant phase of HIV infection. Instead, the virus attacks the body’s immune system from
the outset. This improved understanding of how HIV functions, along with the advent of
powerful new medications, has led to new recommendations for care and treatment. Specifically,
experts now advise comprehensive care and treatment, often with combination drug therapy,
from the earliest stages of HIV disease.

Despite the experts’ recommendations for early treatment and the existence of effective drugs,
significant obstacles to accessing care and medications remain for low income people living with
HIV. Existing programs cannot meet the need for comprehensive health care and preventive
services. The current Medicaid requirements force most HIV positive individuals to wait until
they develop full-blown AIDS to become eligible for coverage, a model which is inconsistent
with clinical standards, inhumane, and costly.

EARLY INTERVENTION WORKS, SAVING LIVES AND DOLLARS

The new standard of care for people with HIV emphasizes early clinical intervention, calling for
both primary care and combination drug therapy, including protease inhibitors, at earlier stages
of infection. The National Institutes of Health (NIH) report that “...it has been suggested that the
best opportunity to eradicate HIV infection is provided by the initiation of potent combination
antiretroviral therapy during primary infection.”? According to Dr. David Ho, director of the
Aaron Diamond AIDS Research Center, mathematical models suggest that patients caught early
enough and treated with combination drug therapies could be free of HIV in two to three years.?

While complete eradication of the HIV virus from the body has not yet been demonstrated,
combination drug therapies have proven effective for many, driving viral loads (the amount
of virus in the blood) below detectable levels, and maintaining or dramatically improving
overall health. Combination therapies can slow the progression from HIV to AIDS, and can
help prevent opportunistic infections (Ols). For example, researchers at NIH’s National Eye
Institute recently discovered that a combination of protease inhibitors and other anti-HIV
drugs can prevent or delay the progression of cytomegalovirus (CMV) retinitis, a common
complication of AIDS which causes blindness without proper treatment.” Some patients in

' C. Carpenter, et. al., “Report of the NIH Panel to Define Principals of Therapy of HIV Infection,” June,
1997.

2 L. Altman, “With AIDS Advance, More Disappointment,” New York Times, January 19,
1997.

* NIH News Release, “Combination Drug Therapy for AIDS Found to Control Blinding



the study were able to stop standard CMV retinitis treatment, which can be cumbersome,
toxic, and extremely costly (between $50-100,000 per patient per year), without advancement
of their disease.*

Combination drug therapies including protease inhibitors are expensive, with costs ranging from
$8,000 to $10,000 per year. But several studies have indicated that the dollars spent “up front” on
these medications are offset by later savings on hospitalizations and other expensive care and
treatment for AIDS-related illnesses. A study by Dr. Peter Ruane of the Tower Infectious Disease
Medical Associates in Los Angeles found that each dollar spent on combination drug therapies
resulted in at least two dollars of savings on overall treatment costs, which declined 23 percent.?
The same study reported a 57 percent drop in the average number of days patients spent in the
hospital. Data from Saint Vincent’s Hospital in New York support the conclusions of the Tower
study, showing a significant decrease in inpatient care, both in terms of the number of people
hospitalized and the average length of stay.®

The findings of the protease inhibitor studies—that early intervention and treatment can prolong
health and reduce the need for more expensive treatment later—are consistent with earlier studies
on the cost-effectiveness and beneficial impact of preventive treatment. Researchers at Johns
Hopkins Hospital compared the outcomes of patients who received prophylactic treatment for the
opportunistic infection Pneumocystis carinii pneumonia (PCP) with those who did not receive
such treatment. The patients not taking prophylaxis accounted for all of the deaths attributed to
PCP, 85 percent of the hospital days, 100 percent of the Intensive Care Unit days, and 89 percent
of the inpatient charges. The study concluded that those “who developed PCP despite
prophylaxis had a better outcome and used fewer resources than patients not receiving preventive
therapy.”” Another study examining preventive treatment for PCP found that prophylaxis
resulted in longer life and a savings of $16,503 for each patient, as compared with no
prophylaxis.®

Comprehensive care and treatment which prevents or delays the progression from HIV infection
to AIDS can both improve quality of life and save money. A survey of the costs of care for

Eye Infection,” May 20, 1997 (reporting study results published in the Journal of the American
Medical Association, May 21, 1997).

‘1d
* P. Ruane, “Dramatic Reductions in Use of Healthcare Services by Patients with HIV Result
from Use of Combination Therapy with a Protease Inhibitor,” Tower Infectious Disease Medical

Associates, Inc., January 23, 1997.

® R.Torres, “Impact of Potent New Antiretroviral Therapies on In-Patient and Out-Patient Hospital
Utilization by HIV-Infected Persons,” Saint Vincent’s Hospital and Medical Center, January 23, 1997.

7J. Gallant, et. al., “The Impact of Prophylaxis on Outcome and Resource Utilization in
Pneumocystis carinii Pneumonia,” Chest, April 1995: 1018-1023.

® A. Castellano and M. Nettleman, “Cost and Benefit of Secondary Prophylaxis for Preumocystis carinii
Pneumonia,” Journal of the American Medical Association, August 14, 1991: 820-824.




Medicaid patients with HIV in Baltimore found that monthly costs for people with CD4+ T-cell
counts under 50 (generally a sign of more advanced HIV disease) were more than twice those of
people with more than 500 T-cells.” Stated simply, providing care for those who are
seriously ill costs more than caring for healthier people. Yet under the present Medicaid system,
many living with HIV must wait for their T-cells to drop and their illness to worsen before they
can receive coverage and access care.

GAPS IN HEALTH CARE COVERAGE REMAIN

The advances in overall health care and drug treatments have brought renewed health and
unprecedented hope to many people living with HIV disease. For the first time in the 15 years of
the AIDS epidemic, there has been a decrease in the numbers of Americans dying from AIDS.
The U.S. Centers for Disease Control (CDC) reported a 13 percent decline in the number of
AIDS deaths for the first six months of 1996, as compared to the same period in 1995, and
attributed this decline to improved medical care, prophylaxis for Ols, and the use of combination
therapies.'”

In the same report, however, the CDC noted that AIDS continues to be the leading cause of death
of Americans aged 25 to 44, and that the “increased prevalence of AIDS [in the U.S.] indicates
the need for medical and other services for persons with HIV infection.” While the new
medications make obtaining care more important than ever, challenges in expanding access to
primary care and treatment remain.

Medicaid provides access to health care coverage for low income, uninsured, disabled people.
Individuals who are HIV positive but have not been diagnosed with AIDS, however, are often
not eligible for Medicaid, because they do not meet the program’s disability standards or other
categorical eligibility requirements. To qualify for Medicaid, people must meet income
requirements and the disability criteria of the federal Supplemental Security Income (SSI)
program. The Social Security Administration uses the CDC’s definition of AIDS, along with
evidence of functional impairments, as proof of disability."" Despite the fact that early clinical
intervention—including primary care, preventive services, and medication therapies—has
been shown to improve health and delay the onset of expensive opportunistic infections,
most HIV positive individuals must wait until they “get sicker” and develop AIDS before
they can receive Medicaid.

® R. Moore and R. Chaisson, “Costs to Medicaid of Advancing Immunosuppression in an
Urban HIV-Infected Patient Population in Maryland,” Journal of Acquired Immune Deficiency
Syndromes and Human Retrovirology, 1997, 14:223-231.

** Centers for Disease Control, Morbidity and Mortality Weekly Report, February 28,
1997, 46: 165-173. For the first nine months of 1996, AIDS deaths declined even more
dramatically, by 19 percent over the same period in 1995.

"' The CDC definition of AIDS for surveillance purposes is: documented CD4+ T-

lymphocyte counts <200 per microliter or percent of total lymphocytes <14 percent or a variety of
opportunistic infections.



This 1s particularly devastating because the populations in which HIV infection is increasing are
the ones likely to enroll in Medicaid once their HIV infection becomes full-blown AIDS. The
epidemic is growing fastest among groups which have traditionally been socioeconomically
disenfranchised, including racial and ethnic minorities, injection drug users, and women. In
1996, for the first time, blacks accounted for more AIDS cases than whites (41 percent versus
38 percent).'” Women represented 20 percent of new AIDS cases in 1996, up from seven percent
in 1985. While overall AIDS deaths declined 19 percent in the first nine months of 1996, deaths
among blacks decreased 10 percent and deaths among women, only seven percent."

These populations are also the groups less likely to have health insurance and access to
treatments, and more likely to face barriers in obtaining health care, according to a survey by the
Agency for Health Care Policy and Research." People who are uninsured or underinsured not
only lack access to expensive combination therapies, but also to basic primary care and
preventive services.

Additionally, current Medicaid requirements undermine public health efforts by preventing many
people with HIV from receiving care earlier in their disease. Under the present system, we are
often not reaching these people to teach and reinforce behavior changes which can prevent HIV
transmission. Even if people are able to obtain the new combination therapies, they may lack
access to the primary care and medical case management needed to ensure that the prescribed
treatment regimen is appropriate and effective, and to support them in following complex
treatment plans. If patients do not strictly comply with their combination therapy regimens, they
are likely to develop drug-resistant strains of HIV. The existence of such drug-resistant HIV
mutations may further complicate public health efforts to combat AIDS.

Despite the existence of federal AIDS programs, such as the AIDS Drug Assistance Programs
(ADAPs) and the other components of the Ryan White CARE Act, Medicaid serves as the
foundation of AIDS care through its provision of both comprehensive health care and drug
therapies. ADAPs provide limited prescription drug coverage for some uninsured and
underinsured people with HIV and AIDS. But these programs cannot (and are not designed to)
meet the need for comprehensive primary care and diagnostic services. In spite of their limited
mission—to provide access to a limited formulary of proven AIDS medications—ADAPs face
severe financial pressure in many states, and often cannot meet the growing demand for new
combination therapies. In some states, ADAPs do not even cover protease inhibitors, and many
offer a very limited formulary of antiretroviral and OI drugs. In other states, there are lotteries,
long waiting lists, and increasingly restrictive eligibility criteria for ADAP participation.

While other Ryan White CARE Act programs pay for some primary care and drug

*? Centers for Disease Control, Morbidity and Mortality Weekly Report, February 28, 1997, 46: 165-173.
' B. Seitz, “AIDS Sufferers Living Longer,” ABC News.com, July 15, 1997.
' P. Mohr, Patterns of Health Care Use Among HIV-Infected Adults: Preliminary

Results,” AIDS Cost and Services Utilization Survey, Agency for Health Care Policy and
Research, September 1994: 3.



reimbursement, they are not intended to provide widespread comprehensive health care. Ryan
White funding is used for a range of care and services, including food, transportation, and case
management for people living with AIDS. Additionally, many ADAPs and Ryan White-funded
primary care programs have eligibility criteria which exclude people in the earlier stages of HIV
disease. These programs lack the financial resources to broaden their eligibility criteria to cover
such individuals.

The Medicaid eligibility framework—requiring total disability to qualify for coverage— is at
odds with current clinical and public health knowledge. Many low income HIV positive
individuals with relatively intact immune systems are not presently eligible for Medicaid, but
will eventually qualify for Medicaid after developing AIDS. Unable to afford adequate treatment
early in their HIV disease, they cannot obtain the health care services necessary to manage the
disease, and will be more ill when they do enroll in Medicaid. Ironically, earlier access to these
medical services and treatments would enable them to preserve their health, learn how to prevent
transmission of HIV to others, and avoid more costly care such as inpatient hospitalization. For
humane, financial, and public health reasons, it is time to make Medicaid’s eligibility
requirements consistent with the clinical realities of HIV disease.

A COLLABORATIVE RESPONSE

In response to the contradictions between current Medicaid disability criteria and AIDS clinical
evidence and care standards, which call for early treatment of HIV disease, representatives from
the AIDS Action Council, community-based AIDS service organizations, the Health Care
Financing Administration (HCFA) and the Office of Management and Budget (OMB) have
begun to work collaboratively to address these issues. Response from the administration has been
unequivocally supportive, culminating in an endorsement from Vice President Al Gore, who has
asked HCFA to find ways in which to expand Medicaid and allow more low-income Americans
with HIV to access care and therapies. Gore is quoted as saying “[Medicaid expansion] can ease
suffering, it can increase hope, and it can get new drug therapies into the hands of people who
need them.” As a result of these collaborations, we are all working together under HCFA’s
leadership to develop a plan for expanding eligibility to Medicaid for persons who are HIV
positive. '

AN AIDS-SPECIFIC EXPANSION

As participants in these discussions, we have recognized several reasons for an AIDS-specific
expansion of Medicaid. We believe that it serves the interests of public health, scientific
knowledge, and fairness to broaden Medicaid coverage to include people with HIV.

Public health: With earlier health care and treatment, as mentioned above, people living with
HIV are more likely to avoid behaviors which can spread the virus, and are more likely to adhere
to complex treatment plans, which can both prolong health and prevent development of drug-
resistant strains of HIV. Earlier access to care can also serve as an incentive for people to learn

their serostatus for the first time, and then take steps to avoid either contracting or transmitting
HIV.



Scientific knowledge: Protease inhibitors and other new medications received rapid FDA
approval, have not yet been in long-term use, and have been researched mainly by studying
people in more advanced stages of HIV disease. There are many remaining questions about the
benefits, risks, and best way to use combination therapies in people who are HIV positive, but do
not have AIDS. A Medicaid expansion demonstration project which brings people with HIV into
care provides the opportunity to gather data and conduct research studies designed to answer
these questions.

Fairness: The current Medicaid system requires most low-income people with HIV to develop
AIDS in order to gain access to health care and new combination therapies. This is in conflict
with principles and guidelines recently released by the Department of Health and Human
Services and the NIH, which call for earlier intervention with combination drug therapies as the
standard of care for the treatment of HIV in most cases. The government should ensure that this
standard of care, endorsed by its own agencies, is accessible to those who have no other way to
obtain it. Our federal government has always recognized the importance of ensuring access to
treatment for other communicable diseases, such as sexually transmitted diseases and
tuberculosis—it is unfair and inhumane to deny such treatment to people with HIV.

PROPOSAL DESIGN

The objective of this program is to expand Medicaid eligibility to low-income individuals who
have tested positive for the presence of HIV and who would otherwise be eligible for Medicaid
once their health status met an AIDS-defining diagnosis. States participating in this initiative will
demonstrate that the provision of earlier access to care and treatment will extend the period of
time that a person who is HIV positive remains asymptomatic, defer the onset of opportunistic
infection, and delay hospitalization, all of which will result in significant cost savings and life-
enhancing benefits. The following section describes what we believe are the core components of
this initiative.

Eligibility
Any and all individuals who meet the following criteria will be eligible under this program:

test positive for the presence of HIV; and
have income at or below 200 percent of the federal poverty level.

State demonstrations will coordinate resources with other private, state, and federal programs.
Individuals with private insurance can apply for and become eligible for Medicaid as a “wrap-
around benefit” thereby maximizing private insurance participation. State proposals will specify
the state specific eligibility guidelines and coordination of other state and federal programs.

Covered Benefits




Ideally, states will provide the full benefit package (i.e., mandatory and optional Medicaid
services) to individuals eligible through this program. In any case, benefit packages must be
flexible to accommodate new treatment advances and changes in standards of care that become
available during the course of the demonstration. Through this project, states, at a minimum,
must provide:

primary care,

prescription drugs,

diagnostic and laboratory services,
mental health services, and
substance abuse treatment services.

Options to Participate in the Demonstration Projects

Section 1115 of the Social Security Act allows the Secretary of Health and Human Services to
grant waivers from the usual federal Medicaid requirements" to states which want to create
demonstration projects to test new approaches to Medicaid. These demonstration projects must
be designed to promote the objectives of Medicaid,'® and must include a research and evaluation
component. Generally, demonstration projects created under a Section 1115 waiver are supposed
to be “budget neutral” over the life of the project, meaning that costs under the demonstration
project do not exceed what costs would have been without the waiver in place. Section 1115 also
authorizes matching federal funds for certain expenditures.

This initiative will be designed to provide states with the maximum flexibility possible in
participating in a Medicaid expansion demonstration project. The project does not necessarily
need to meet the traditional definition of “budget neutrality,” since there can be federal and/or
state subsidies. Also, budget neutrality should be measured within a time frame which is
appropriate for assessing the clinical impact and cost-effectiveness of the new combination
therapies (e.g., over a period of five to ten years).

Options for participation include the creation of a free-standing demonstration program or new or
amended 1115 waivers. New 1115 waivers could provide the vehicle to expand Medicaid
eligibility and/or allow a Medicaid buy-in option for those individuals otherwise ineligible for
coverage. Amending an approved or pending 1115 waiver could also be used to expand
eligibility. In addition, states could increase the income standards for their Medicaid buy-in
programs, allowing more persons who are HIV positive to qualify. For example, states could set
the income standard at 200 percent of the federal poverty level or they could use a graduated
system to make more individuals eligible.

1% As defined in Section 1902 of the Social Security Act, and other provisions
incorporated through Section 1902.

'¢ As set out in Title XIX of the Social Security Act.



NEXT STEPS

Over the next several months, the AIDS Action Council will work with HCFA to develop and
refine a solicitation process for states to successfully participate in the HIV Expanded Eligibility
Demonstration Initiative. It is important for community-based AIDS service organizations to
urge their state governors and Medicaid directors to advocate for this initiative with HHS and
HCFA. While we expect that this initiative will offer states tremendous opportunities to provide
cost-effective access and coverage to its most vulnerable populations, we also recognize the
range of development and design issues that need to be resolved. Over the next several months,
the AIDS Action Council will work with states and HCFA to complete the following tasks:

Continue to work with HCFA to design a program that includes adequate incentives
for state participation in this initiative.

Build consensus among federal and state leadership, elected officials, and government
staff, including representatives from Medicaid programs, Departments of Health, and
Departments of HIV Services.

Work with HCFA to develop a process that allows states to efficiently design and
implement a vehicle for eligibility expansion that responds to the unique environment
and situations of each state (waiver amendment or new waiver submission).

Design a process to solicit input from consumers, AIDS service organizations,
primary care and other health care providers, and health care agencies regarding
program design and program effectiveness, on an ongoing basis.

Work with HCFA to develop a methodology that allows states maximum flexibility in
measuring cost effectiveness. The goal will be to have HCFA resolve methodology
issues related to baseline measurements, the measurement of savings in other
government programs, and evaluation time frames.

Work with HCFA to identify and develop data bases that provide the information
needed to estimate current expenditures and projected costs for the purposes of
assessment and future planning. Necessary data includes the number of newly eligible
individuals by state and service area (persons who are HIV positive with incomes
below state defined eligibility criteria), utilization of services, and cost.
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Subject: Talking Points for Today's Meeting

Treatment Access Workgroup

Agenda
July 15, 1998

Introductions
Purpose of Workgroup — Sandra Thurman

e problem is that we have unequal access to new treatments

e disparities along geographic, racial and gender lines
e we do know that these drugs can be very effective
e community wants short and long-term solutions

first go-around was Medicaid expansion - didn't work
® now, we want this task force of senior administration officials to map out next steps
® ook at the need for increased access to HIV treatments
e cxplicitly looking beyond Medicaid
® objective is to develop a strategy for increasing access to the new treatments
® need to include the community at some point
& Tsuggest that this group meet as a whole two more times

® next time to hear an interim update on progress
® last time to do a final review
e in the interim, staff would make sure that we get something done!

Review of Information Provided — Todd Summers



Perspective of the Secretary of HHS — Marsha Martin

Work to Date

Health Care Financing Administration — Nancy-Ann Minn Deparle
Health Care Resources Services Administration — Joseph O’Neill

Analysis of Options — Sandra Thurman and Dan Mendelson
® use the briefing sheet provided by OMB

Next Steps
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Treatment Access Workgroup

Issues Brief from OMB

July 15, 1998

Better Coordination Between Ryan White and Medicaid

Problem: The HHS Inspector General has recently pointed out that Medicaid managed
care organizations and Ryan White programs do not adequately coordinate the services they
provide to persons with HIV/AIDS.

Solution: The IG recommended that HCFA and HRSA disseminate technical assistance
and guidance on strategies Medicaid programs can use to establish appropriate managed care
contracts for needed medical services and costs related to these services. HRSA and 14CFA
have begun to meet on these issues. The agencies could provide states with model contract
language requiring coordination between Ryan White and Medicaid providers.

Discussion: Although Ryan White providers and Medicaid MCOs often serve the same
population, they often do not coordinate services. For instance, the medical providers are
often not aware of the Ryan White services, such as nutrition counseling and supplements,
psycho-social services, home attendant care and case management, that the person is also
getting. These social services, however, can help to support clients' ability to access health
care and comply with health maintenance routines. Better coordination could result in better
drug compliance and higher quality health care.

Higher Quality of HIV/AIDS Care in Medicaid W‘P

has found that HIV+ persons with Medicaid received significantly inferior health care compared
to privately insured persons. African-Americans, Latinos and women also received inferior
care compared to whites and men.

Problem: A recent study by the Agency for Health Care Policy and Research (AHCPR) Q“3\3}\

Solution: Medicaid providers should be providing care based on the HHS guidelines on J @
combination therapy that were released last year. HCFA and the States should ensure through o
contracting with managed care organizations or through direct contact with providers that all

providers who serve the HIV+ population are aware of and adhere to the guidelines. Providing ,
more services to HIV+ Medicaid recipients could impact the Medicaid baseline, @
Discussion: At a time when it is possible to diminish radically the mortality and morbidity &?‘Xg §7
associated with HIV, this study suggests that Medicaid is not providing as high quality care to

the HIV+ population as the insured population receives, even taking into account CD+4

lymphocyte counts. For instance, while only 13% of privately insured persons had one or mor

emergency room visits without an associated hospitalization, almost one third of Medicaid
recipients had such an ER visit. Likewise, while 28% of privately insurance patients did not



receive protease inhibitors, almost one half of Medicaid beneficiaries did not. Differences in

outcomes and quality between Medicaid recipients and private insured persons may occur D,

between HIV-negative persons as well. .}}D
(\

HCFA currently estimates that there are 50,000 asymptomatic persons who know their status &7&}‘)
plus 41,000 persons who are asymptomatic and do not know their status on Medicaid. Most of -
these people would be women eligible through the AFDC/TANF program. Providers should be
encouraging all at-risk women to be tested for HIV.

Consumer Bill of Rights Could Improve Care for HIV+ Persons

=
o

Problem: Although privately insured HIV+ persons had the best health care access
indicators in the AHCPR study, many privately insured persons are still not receiving adequate \

care. From the study, it is unclear whether the lack of adequate care is related to limited ('jv
insurance coverage for appropriate care or poor provision of care by health providers.

e

Solution: Just as government employees in the Federal Employees Health Benefits u&o
program (FEHBP) have a guarantee to high quality care through the adoption of the Consumer

Bill of Rights, all private employees and members of health plans should have a guarantee of ‘
high quality care consistent with the Consumer Bill of Rights. ‘

Discussion: The President's Consumer Bill of Rights calls for improvements in the quality of |
managed care that would enhance care for persons with HIV. For instance, the Consumer Bill w
of Rights requires that consumers with complex or serious medical conditions have direct

access to qualified specialists. Consumers who are undergoing treatment for a chronic

condition, such as AIDS, at the time they involuntarily change health plans or when a provider

is terminated by a plan should be able to continue to see their original specialty provider for up

to 90 days. Consumers should have the right to considerate, respectful care and should not

be discriminated against based on race, ethnicity, national origin, religion, sex, age, mental or

physical disability, sexual orientation, genetic information or source of payment.

Reductions in AIDS Deaths Vary by Race and Gender |

Problem: AIDS death rates for women and African-Americans have not fallen as
dramatically as have AIDS death rates for men and for whites -- possibly because women and
African-Americans may not be receiving the same quality and/or amount of care as men and
‘whites.

Possible Solutions: Exactly what improvements would be most efficient is not yet clear from
the data, but there are some potential starting points.

= Address the inexperience of many physicians by better disseminating HHS clinical
practice guidelines, or by referring patients to more experienced doctors.

* Imposition of some "quality of care" standard among Ryan White grantees.

= Use Ryan White's AIDS Education and Training Center component to identify and
address gaps in physicians' knowledge of care for [-IIV/AIDS.

* Increase awareness in community of benefits from early intervention.




Data: CDC AIDS data show that death rates have not fallen as dramatically among
women and blacks as they have among whites and men.

Merck data show that "women and minorities are more likely to be HIV symptomatic than white

men when starting HIV treatment," and "a smaller proportion of women and minorities than
white men are treated by the most experienced physicians.”

Access to Combination Therapy May Vary By State

Problem: Some Southern and Western states tend to have waiting lists for ADAP and/or
combination therapy.

Possible Solutions: If the access problems in these States are driven by resource levels,
then finding more resources -- either from individuals, companies, the State or local
governments or the Federal government -- is probably the only way to address the problems.

We could seek to increase the contributions made by the States. States with AIDS cases
greater than 1% of the national total* are currently required to provide State resources equal to
50% of the Title 11 grants (which include ADAP), but States can meet this requirement with "in
kind" contributions such as facilities and staff. States could be required to increase the match
they make to ADAP grants, or could be required to make their matching contributions in cash.
This has been discussed in the past, and would be fairly controversial, but it is worth thinking
about.

Increased funding for Title 11 and ADAP would help, but because these funds are distributed
by formula, increases to them are unlikely to have a large impact in the States with problems.
We could increase funding for Title Ill, which makes grants directly to clinics, and target the
funds to States with access problems. We could also propose changes to the Title 11 and
ADAP formulas, but these are unlikely to occur quickly,

Discussion: Nationwide, States provided 30% of the funds used by ADAPs in FY 1997.

States that AIDS Action lists as having waiting lists for combination therapy contributed 20% of
ADAP funds in their State -- less than the national average for ADAP.

Insurance Continuation

Problem: States cannot use ADAP funds to pay premiums for clients' health insurance
even when that health insurance would cover combination therapy, and the cost of the
premiums is less than the cost of buying the drugs directly.

Solution: Let States use ADAP funds to pay for health insurance when the insurance is
the chcapest way of providing access to combination therapy, and when clients cannot afford
to pay for such insurance themselves. As in any other public insurance program, the public
insurance may be substituting for private insurance that people would have purchased if the
public insurance was not available -- a phenomenon known as "crowd-out.” Policy could be
proposed which would reduce the level of “crowd-out.”



Discussion: The FY 1999 President's Budget included appropriations language signaling
support for this idea, but this language has been viewed by the community as inadequate to
give States the authority they need. The House Labor/HHS Appropriations Subcommittee
report says States should have the flexibility to do insurance continuation.

‘/)
Cost of Drugs {/’
Problem: Ryan White grantees and Medicaid programs may be spending more than they

have to for AIDS drugs.

Solution: Insure these activities use the minimum price available to them by making
maximum use of HHS 340B program and Medicaid rebates and discounts.

Discussion: We do not have much evidence to suggest that significant savings are available
through cost minimization efforts. However, given the high cost of combination therapy drugs,
small percentage reductions in the prices paid for these drugs could result in large dollar
savings. HHS is already publishing a rule that would allow States to use a rebate program to
capture the savings from this program (now currently available only as a discount).

*CDC estimates that 242,000 people were living with AIDS in 1996, and that 641,000 total
cases had been reported by the end of 1996. The law imposes the matching requirement on
States whose AIDS cases are "in excess of 1 percent of the aggregate number of such cases"
-- it is unclear whether this refers to living persons or all AIDS cases.
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emergency medical services to acutely ill and seriously injured chil-
dren.

Black Lung Clinics

The Committee provides $6,000,000 for black lung clinics, which
is $24,000 above the fiscal year 1998 comparable level and the
same as the Administration request. The fpmgram supports 14
grantees which treat a declining population of coal miners with res-
piratoa and pulmonary impairments. The clinics presently receive
more than one-third of their funding from other sources, such as
Medicaid and Medicare. Of the 14 grantees, three actually receive
community health center funding as well as black lung grants.

Payment to Hawaii for Treatment of Hansen's Disease

The Committee provides $2,045,000 for the treatment of persons
with Hansen's Disease in the State of Hawaii, which is the same
a8 both the fiscal year 1998 comparable level and the Administra-
tion request. The program, which provides a partial matching pay-
mernt to the State of Hawali, dates to the period of Father Damien’s
facility for sufferers of Hansen’s disease (leprosy). That facility now
has only 67 residents who live there by choice, and the grounds
have been converted to a historical site. Most Iatient& diagnosed
with Hansen’s disease in Hawaii are now treated in the same man-
ner as new patients on the mainland; their care is handled on an
out-patient basis, with the program paying for about 5,300 out-
patient visits per year.,

Ryon White AIDS Programs

The Committee provides $1,330,600,000 for Ryan White AIDS
programs, which is $181,088,000 above the fi year 1998 com-
able level and $17,618,000 above the Administration request.

e Committee recognizes that each Part of the Ryan White CARE
Act provides services, which enable individuals to adhere to HIV
drug treatments and access needed medical care,

The Ryan White CARE Act Amendments of 1996 requires States
to comply with certain requirements in order to receive Federal
funding for Ryan White activities. There is some concern that the
Department is certifying States as being in compliance with these
requirements when, in fact, they are not. Therefore, the Committee
requests that the Secretary submit, by October 15, 1998, the follow-
ing information: (1) a copy of the guidelinea that were provided to
State's to comply with section 300ff-21 et. seq. and section 300ff-
47 of the Act; (2) a copy of the criteria used by the Department to
evaluate and certify a gtate’s compliance with these sections; (3) a
copy of what each State submitteg to the Department for its com-
pliance evaluation; and (4) a copy of each State's final evaluation
and certification approval document by the Department.

Emergency assistance

The Committee providee $500,200,000 for the Part A, emergency
assistance program, which is $35,464,000 above the fiscal year
1998 comparable level and $11,226,000 above the Administration
request. These funds provide grants to metropolitan areas with
very high numbers of AIDS cases for outpatient and ambulatory

a e

43

health and social support services. Haif of the amount appropriated
is allocated by formula and half is allocated to eligible areas dem-
onstrating additicnal need through a competitive grant process.

Comprehensive care programs

The Committee provides $670,000,000 for Part B, comprehensive
care progra.ms, which is $127,217,000 above the fiscal year 1998
comparable level and $1,130,000 above the Administration request.
The funds provided support formula grants to States for the oper-
ation of HIV service delivery consortia in the localities most heavily
affected, for the provision of home and community-based care, for
continuation of health insurance coverage for infected persons, and
for ﬁurchase of therapeutic drugs.

The Committee is encouraged by the success of new drugs and
combination therapiea for l-[]% and AIDS, whose purchase is prin-
cipally financed under Part B, and has included bill | age 1den-
tigdng $385,500,000 sPeciﬁcally for the purchase of S drugs.
The fiscal year 1998 bill designated $285,500,000 for this purpose.

The Committee is concerned about the wide varistion inmgtate
ADAP and Medicaid policies regarding eligibility, benefits, and
formularies. The Committee is also concerned about the wide vari-
ation in State contributions to funding of ADAP and urges States
that receive more than $1,000,000 under the targeted formula to
match nc less than twenty percent of the Federal eontribution. The
Committee directs the program to use all means necessary to re-

uce the purchase price of AIDS drugs.

The Committee expects HRSA to encourage States to utilize Fed-

~ eral ADAP funding in the most cost effective manner possible to

maximize access to and use of HIV drug therapies. States should
be allowed, with ADAP funding, the flexibility to purchase and
maintain insurance policies for eligible clients, or continue to pay
premiums on existing insurance policies, which provide a full range
of HIV treatments and access to comprehensive primary care serv-
ices as determined by the State. Funds should not be used to pur-
chase insurance which provides inadequate access to HIV treat-
ments or primary care as determined by the State.

arly intervention program

The Committee provides $91,300,000 for Part C, the early inter-
vention pro , which is $15,089,000 above the fiscal year 1998
comparable level and $5,146,000 above the Administration request.
Funds are used for discretionary grants to migrant and community
health centers, health care for the homeless grantees, family plan-
ning grantees, hemophilia centers and other private non-profit enti-
ties that provide comprehensive primary care services to papu-
lations with or at risk for HIV disease. The grantees provide test-
ing, risk reduction counseling, transmission prevention, and clinical
care; case management, outreach, and eligibility assistance are op-
tional services. Approximately 79,000 HIV positive persone or per-
sons at high risk for HIV infection are expected to be served in fis-
cal year 1999,

The Committee is concerned about the continued disparity in
health outcomes for people with HIV and AIDS in communities of
color and recognizes the need to provide additional services specifi-
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cally targeted to HIV infected individuals in these communities.
The Committee encourages HRSA to give priority consideration to
allocating grants to grantees serving primarily minority popu-
lations.

Pediatric demonsirations

The Committee provides $44,000,000 for Part D, the pediatric
AIDS demonstrations, which is $3,187,000 above the fiscal year
1998 comparable level and $74,000 above the Administration re-
quest. The program supports demonstration grants to foster col-
laboration between clinical research institutions and primary com-
munity-based medical and social service providers for the target
population of HIV-infected children, pregnant women and their
farnilies. The projects are intended to increase access to comprehen-
sive care, as wefl as to voluntary participation in NIH and other
clinical trials.

AIDS dental services

The Committee provides $7,800,000 for AIDS dental services,
which is $37,000 sbove the fiscal year 1998 comparable level and
$13,000 above the Administration request. The program provides
grants to dental schools and postdoctoral dental education pro-
grams to assist with the cost of providing unreimbursed oral health
care to an estimated 73,000 patients with human immuno-
deficiency virus disease. Over one hundred dental schools and hos-
pitals are expected to receive awards In fiscal year 1999. Dental
students and residents participating in this program receive exten-
sive training in the management of oral care of people living with
AIDS.

The Committee notes that the program funding formula and re-
porting requirements have been revised in fiscal year 1998, and
iherefore, requests that the agency provide adequate time and
technical assistance so that grantees can comply with these revi-
sions and any future program changes allowing for their continued
participation in the program.

Education and training cenlers

The Committee provides $17,300,000 for AIDS education and
training centers, which is $84,000 above the fiscal year 1998 com-
parable level and $29,000 above the Administration request. The
centers train health care personnel who care for AIDS patients and
develop model education programs.

Family Planning

The Committee provides $202,903,000 for the family planning
program, which is the same as the fiscal year 1998 com arable
level and $15,174,000 below the Administration request. The pro-
gram provides grants to public and private non-profit agencies to
support projects which provide a range of family planning and re-
productive services, as well as screening for ancillary health prob-
lems such as hypertension and diabetes. The program also supports
training for providers, an information and education program, and
a research program which focuses on family planning service deliv-
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ery improvements. During fiscal year 1999, an estimated 4.6 mil-

licn clients are expected to be served.

_ The bill repeats language from the 1998 appropriations bill mak-

ing clear that these funds shall not be expended for ebortions, that
pregnancy counseling shall be nondirective, and that these

funds shall not be used to promote public oppesition to or support

of any legislative proposal or candidate for public office.

Rural Health Research

The Committee provides $7,500,000 for rural health research,
which is $4,156,000 below the fscal year' 1998 comparable level
and $4,191,000 below the Administration request. The activity sup-
ports several rural health research centers and the Office for Rural
Health Policy’s advisory committee.

Health Care Facilities

The Committee has not included funding for health care facili-
ties. $28,000,000 was provided for this purgose in fiscal year 1998,
no funding was included in the Administration request. This ex-
pired autherity provides funds to public and private nonprofit enti-
ties for construction or modernization of outpatient medical facili-
ties. This activity has not been funded by the Committee on a regu-
lar annual basis. _

Buildings and Facilities

The Committee provides $250,000 for buildings and facilities,
which is $2,248,000 below the fiscal year 1998 comparable level
and the same as the Administration request. These funds are used
to finance the repair and upkeep of buildings at the Gillis W. Long
Hansen's Disease Center at Carville, Louisiana,

National Praclitioner Dala Bank

The Committee does not provide funding for the national practi-
tioner data bank for fiscal year 1999, whgich is the same ag both
the fiscal year 1998 action on appropriations and the Administra-
tion request. The Committee recommendation and the Administra-
tion request assume that the data bank will be self-supporting,
with collections of $12,000,000 in user fees.

T}:_le national data bank receives, stores and disseminates infor-
mation on paid medical malpractice judgments and settlements,
sanctions taken by professional societies, and certain professional
review actions. Insurance companies, State license boards and pro-
fessional societies are required to report information to the data

- bank within 30 days of each action. The coverage of the data bank

includes dentists .and physicians, and, with respect to malpractice
settlements, other categories of licensed health professionals. Hos-
pitals are required to search the data bank when 2 health care pro-
vider a_pphe:s for employment and once every two years thereafter.
State licensing hoards and other health care entities also have ac-
cess to the data bank. Traditional bill language is included to en-
sure that user fees are collected to cover all costs of processing re-
quests and providing such information to data bank users.
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disease, kidney disease, and other health problems that dispropor-
tionately afflict the elderly. Last year the Committee encouraged
HCFA to conduct a demonstration project on coverage of medical
nutrition therapy by registered dietitians and other licensed or na-
tionally certified medical practitioners under Part B of Medicare to
investigate its impact on program costs and beneficiary health and
quality of life. The Committee is concerned that no progress has
been made on this demonstration and urges HCFA to proceed with
this project and provide a report on its status by December 31,
1998.

The Committee notes that congestive heart failure (CHF) has
been identified as the leading condition regarding readmission,
with the majority of those readmissions occurring through emer-
gency rooms. This problem is particularly acute in the “stroke belt”
region, which encompasses several Southern and Midwestern
states. The Committee encourages HCFA to undertake research to
demonstrate the cost effectiveness of a CHF clinic in reducing hos-
pital admissions and improving compliance and quality of life.

Treatment guidelines issued by the Dega.ﬂment in 1997 recog-
nize the need to provide early treatment for HIV disease. Several
States are considering applications for Medicaid waivers for dem-
onstration projects that would extend Medicaid eligibility to HIV
positive individuals who meet State Medicaid income eligibility re-
quirements, but are not diagnosed with AIDS. The Committee en-
courages HCFA to evaluate and provide technical assistance to
states which are preparing waiver applications for these dem-
onstration projects.

Recent evidence from the states indicates that many Medicaid re-
ciplents with the most severe and disabling mental illnesses can
achieve higher levels of recovery if the appropriate treatment and
supports are available in the community. %Vhﬂ e a model of inten-
sive case management known as the Program for Assertive Com-
munity Treatment (PACT) has been successful as part of Medicaid
programs in many states, there is little information about how
many states are funding PACT services. The Committee encour-
ages HCFA to undertake a survey of which states are funding
PACT services for adult Medieaid beneficiaries with severe mental
illnesses and develop a model on how states can successfully inte-
grate PACT into managed care progmms.

The Committee supports the efforts to reach underserved and
vulnerable populations through telemedicine and expects that
projects will be supported in both rural and urban communities to
ineet the health care needs of underserved and minority papu-
ations.

Medicare contractors

The bill includes $1,269,700,000 to support Medicare claims proc-
essing contracts, which is $53,559,000 above the fiscal year 1998
comparable level and $165,300,000 above the Administration re-
quest. The Committee does not concur with the Administration’s
new user fee proposal.

Medicare contractors are responsible for paying Medicare provid-
ers promptly and accurately. In addition to processing claims, con-
tractors also identify and recover Medicare overpayments, as well
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