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Executive Summary

A national survey conducted by the National Alliance of State. and Territorial
AIDS Directors (NASTAD) of State AIDS Drug Assistance Programs (ADAPs)
funded by the Ryan White CARE Act reveals that increased client demand, funding
shortages, uncertainty about future funding allocation levels, and the recent FDA
- approval of new anti-retroviral AIDS combination therapies, including the first of the
new class of high-cost protease inhibitors, are having a severe impact on States’ ability
~ to provide coverage of necessary HIV/AIDS treatments to eligible individuals.

: NASTAD represents the chief HIV/AIDS program managers in every U.S.

State and territorial hiealth department responsible for administering Federally funded
HIV/AIDS prevention, surveillance, health care, supportive service and housing o
programs, including Title II of the Ryan White CARE Act. Roughly one-quarter of
~ Federal Title II grant funds support State AIDS drug assistance programs which

‘provide access to medications and treatments for low income individuals with HIV
disease who are not covered by Medicaid or who do not receive prescription drug
coverage through other means, such as private insurance.

_ In response to rcports that several States were encountering serious budget
shortfalls in providing AIDS drug assistance, NASTAD, under contract with the
Health Resources and Services Administration (HRSA), Division of HIV Services,
conducted a survey of all State AIDS directors in early January 1996. The objectives
. of the assessment were: 1) to determine the fiscal status.of State ADAP programs; 2)
to describe the action steps States have implemented to deal with reported budget
shortfalls; 3) to document the impact of newly approved, and soon to be approved,
- combination AIDS therapies on ADAP programs; and 4) to document the extent to
which current Ryan White CARE Act and State finances can keep pace with
increasing demand. :

NASTAD surveyed all 54 States and territories which receive Ryan White Title
II funding (i.e., the 50 States, the District of Columbia, Guam, Puerto Rico and the
U.S. Virgin Islands). Fifty (50) out of the 54 States and territories responded,
representing a 93% response rate. States and territories not responding as of April,
1996 were Alabama, Montana, Vermont and the Virgin Islands. (The Virgin Islands
did not apply for Ryan White Title II funding in FY 1995.)



Major Findings

The assessment findings cover a range of issues related to ADAP funding and

services and the effect of budget shortfalls, mcludmg

ADA_P Funding

*

k.

In 1995, forty-four percent of all funding for State ADAPs came from Federal

B Ryan White Title I grants to States; one-third (33%) of the funding for ADAPs

was derived from State resources, and 23% came from Federal Ryan White
Title I eligible metropolitan areas (EMAs) (of which EMAs in New York State
alone accounted for 84% of the national Title I contribution to State ADAPs).

~ The overall 1995 budgets for State ADAPs increased shghtly over 1994 levels.

| Cllent Demand

Chent demand for State ADAP services showed a modest mcrease natxonally
between 1994 and 1995. In addition, client utilization of multiple prescription
medications, including combination therapies for HIV dlsease, was reported by .
States to have mcreased between 1994 and 1995 '

: -ADAP Budget Shortfalls

i

Twenty States, representmg 42% percent of all States which responded to the -
survey and operate ADAPs under the Ryan White CARE Act funding, reported

. budget shortfalls totaling over $12 million nationwide for the last quarter of the
FY 1995 Federal Ryan ‘White Title II funding period (the first quarter of
‘calendar year 1996) in provrdmg AIDS drug assistance to low income

individuals.

Among the factors which led to the reported ADAP shortfalls in States were:
increased demand and utilization of combination theraples prescribed by

- physicians; increased number of clients enrolled in ADAPs; significant .
~ ‘expansions in the number of drugs covered by _State ADAPs in the past year;
decreased FY 1995 funding among some States'; recent approval of additional
- high-cost anti-retrovirals to States’ formulanes, and 1ncreased costs per clients

served in the past year.

'15 states encountered reduced federal Ryan White Title II formula funding in FY 1995



*

" Impact on ADAP Services

1In addition to the 20 States which reported fundinig shortfalls for meeting

current demand for services, 13 other States reported that, while not incurring a
shortage before the end of the March 1996, their programs have experienced
serious difficulties in keeping up with demand for services. These States have
reported that they have either delayed action on covering newly approved

therapies for lack of fundmg, expenenced high demand for services which may

outpace resources shortly, have re-programmed resources to compensate for -
demand, or expect a shortage after April 1996. All told, these States represent

- 66% of the States respondmg to the NASTAD survey.

" Over 77% of the States (37) which responded to the survey and uperate ADAPs

report delayed or cancelled expansion of coverage of a wide range of AIDS
drugs, including recently FDA-approved therapies, due to resource constraints,
increased demand or uncertainty of future funding allocations for Ryan White

. Title II and State. ADAPs. These States also reported that eligible clients who

could now receive prescnptlon drug coverage for newly FDA-approved AIDS

" drugs are unable to access these new therapies because State programs. are

unable to budget expenditures for 1996. Without adequate fundmg for these
drugs, States report that clients have limited options for receiving coverage for
combination antt—retrowral therapies which are bemg prescnbed by clinicians.

Seventy percent of the States facmg budget shortfalls (14 States) report that they
' are rattomng ADAP services by establishing waiting lists for new clients or by
removing drugs for HIV disease from coverage due to. fundmg shortages Five

States reported suspendmg HIV/AIDS drug therapies for a period of time in

1995 due to lack of funding and increased demand.

Impact of Néwly FDA-Approved AIDS Therapies

*

States are reportmg that newly approved AIDS theraples are rapldly bemg
~ 'considered standards of care in some areas of the country, requiring rapid
~_approval for coverage under State ADAP formularies in order to allow eligible
clients access to continuing and uninterrupted treatment. States antmpate that

the additional protease inhibitors already approved by the FDA early in 1996
will further increase demand and client utilization of ADAP services at a time
when resources for these services are in many cases leveling off or declining.



Use of ADAP Advisory Panels
State health departments overwhelmingly reported that they rely on the
- expertise and counsel of formal and ad hoc advisory panels in making decisions
~regarding ADAP services. Forty-two out of the 50 States responding (84%)
_ 'report that therr State has an advrsory panel -- including clinicians and
consumers - which provrdes key input into State decisions on formularies,
eligibility criteria, ﬁscal issues, and medlcal and scrennﬁc gmdance regardmg

ADAPs ‘

FY 1996 ADAP Planmng ’ ' ' ‘
Due to a variety of factors, 1nclud1ng wxdespread State ADAP budget shortfalls -

reported, antlcxpated demand for AIDS drugs (partlcularly combination
therapies), and uncertainty as a result of unfinished Federal appropnatlons and
Ryan White reauthonzatlon processes, planmng for Tltle I ADAP services (as
well as other care servrces) for FY 1996 is presentmg enormous challenges for

States.

* . States reported a variety of planmng approaches for FY 1996, and antlcrpated a.
~ variety of changes to their programs. Among the’ ‘most common challenges
| expressed by States; 1) Balancmg all funded care services, in additionto
- ADAP, in order to best serve client needs in 1996; 2) Anticipating level
- 'funding or the _prospects of declining Federal funding in 1996; and 3) Planning
~ for drug coverage in the absence of effective and practical clinical information
. on the most appropriate combination therapies.

Planning and Forecasting Approaches

* Only ten States out of the 50 responding (20%) described a forecasting model
- their State uses for anticipating costs and future demand for ADAP services.
- Given the vast majority of States which responded that did not use a forecastmg
model for projecting costs and utilization patterns, the NASTAD survey has
identified a significant technical assistance need and knowledge gap. '

*  Additionally, several States noted that planning approaches used in prior years

‘ for predicting client utilization and costs might be inoperable given several
recent factors: 1) the unpredictability of combination therapies -- which drugs?,
used in which combination?, at what cost?, and at what dosage levels are
physicians going to be prescribing these new anti-retroviral medications?; and

- 2) the relative speed with which the FDA approves drugs to enter the market --

particularly the expected rapid approval of protease inhibitors -- how many in
1996/97?, at what cost?



National Technical Assistance Needs

*

. Nearly every State reported that techmcal asmstance in the form of Federal

guldance, other State models, chent and chmcal mformatron and standard

_: treatment protocols would help States to more effectlvely plan ADAP services.

Accordlng to ADAP admlmstrators, Federal guldance may assist programs in
gathering more accurate information regarding new products and therapies.
More relevant clinical information regarding efﬁcacy and usage may make it
easier to develop cost and utilization parameters, i.e., if disease stage
mformatxon regardmg beneﬁts and projected usage by the HIV infected
populatxon were more clearly avallable the ability to determine projected use

~would be s1gmﬁcantly more accurate Addmonal chent mformatlon, such as
.the ablhty to track clients across various fundmg streams and clinical
~ information on the percentage of the HIV-infected population who are.

appropriate candidates for new therapies would be helpful.

B The followmg isa summary report of ﬁndmgs from the NASTAD survey

which describe. background information on ADAPs as well as an analyms of the
current and prOJected ﬁscal status of State programs, 1nclud1ng

* 1995 Funding Sources for ADAPs (Ryan Whlte Tltle II, State and Ryan

White Title I); -

* 1995 Client'Enrollment Clients Served- New Cli'entS' :

o Estlmated Cost Savings through Drug Drscounts Rebates,

, *_' ~ Actual or Proyected Budget Shortfalls Anttcrpated by States Prior to

March 31, 1996 (the end of the FY 1995 budget and project penods for

N  Title 1I grants);

*  Impact of Newly Approved Theraptes Coverage of Ep1v1r Saqumavrr
and the Role of Drug Advisory Panels;

| * FY 1996 ADAP Plans; Anticipated Program Changes Model

. Approaches for Forecasting; Techmcal Assistance Needs

* - Other issues: Statutory Requirements; ACTG 076 Impact Medicaid
Managed Care Impacts on ADAP Programs. :



~ Funding for AIDS Drug Assistance Programs

The NASTAD survcy identified three main fundmg sources for ADAPs }
‘nationally: Ryan White Title II (Federal), State resources, and Ryan White Title I
(Federal). Total funding for ADAPs in the 50 responding States/territories from all
sources reported was $92.1 million. The breakdown of contributions from the three
major sources reported in the NASTAD survey in 1995 is as follows: )

Title II (Federal): $40.6 million (44%)

States: $30.7 million (33 %)
Title I (Federal): $2 milli
Total L e $92.1 mllhon (100%)

“Title II (Federal) Fundmg

Forty-four (44) out of the 50 States (88%) respondmg to the survey contnbuted
a portion of their States’ Ryan White Title I funding for ADAP in calendar year =~ =
1995. States’ use of Federal Title II funding (non-State) for ADAP ranged from a low
of $30,000 (reported by Maine, Wisconsin and Wyoming) to over $8 million reported -
by New York State ($8.3 million) and California ($8.4 million).’ It is 1mportant to
“note that Maine and Wisconsin supplcment their Federal Title II resources with State
. fundmg for medications. as31stance ‘States that did not allocate Federal Title II fundmg "
~ to ADAP in 1995 mclude “Alaska, Guam, Lomsmna, New MCXICO North Carohna
‘- Pennsylvama It should be noted that Alaska funds consortia which have the opuon of

S ,prov1dmg medications to a limited number of clients (the Ryan ‘White Title IITb

grantee in Anchorage reportedly provrdes the majority of medication assistance for
low income clients with HIV disease in Alaska). Guam receives very limited Federal

support (approximately $5,000 in FY 95) and does not have the capability of
implementing an ADAP. Louisiana, New Mexico, North Carolina and Pcnnsylvama

operate ADAPs, but relied on State funding cxclusrvely in 1995

The total funding prov1dcd for ADAPs in 1995 through Tltle 1 among States
respondmg was $40.6 million. ‘

.State fundmg

Twenty—scven (27) out of the 50 States respondmg (54%) reported State fundmg
(non—Medlcmd) to support ADAPs in 1995. Fundmg levels ranged from $9, 657 in

’The survey indicated that the vast majority (84 %) of ﬁmncml contnbunons to state ADAPs from Txtle I
EMAs nationally in 1995 was made by EMAs in New York. State. ' .



Arkansas to $9.1 mllhon reported by California. States which contributed general
revenue funding (GRF) for ADAP in 1995 were: Arkansas, California, Colorado,
Connecticut, Florida, Georgia, Hawaii, Illinois, Kentucky, Louisiana, Maine, o
Maryland Massachusetts, New Hampshu'e New Mexico, New York, North Carolma,
Ohio, Oklahoma, Pennsylvama, Puerto Rico, South Carolina, Texas, Utah, Virginia,
Washington and Wisconsin. A total of $30. 7 mxlhon in State fundmg for ADAPs was
reported nationally in 1995. | ‘

'Title I (Federal) funding

Twelve (12) States reported contributions from Title I eligible metropolitan
areas (EMAs) in 1995 representing 24% of the States responding and 52% of the 23
States which have Title I EMAs located within the State. States reporting
contributions from Title I EMAs (Federal funding) were: Colorado, Connecticut,
District of Columbia, Georgia, Maryland, Massachusetts Mlchxgan stsoun New
Jersey, New York Puerto Rico and Washmgton ' v

‘ . A total of 17 individual Txtle I EMAs reportedly contnbuted to State ADAP
: programs representing 40% of all EMAs (42) nationally in 1995. The EMAs
reported to have contnbuted fundmg were Atlanta, Baltimore, Boston, Caguas (PR),
‘Denver, Detroit, Dutchess County (NY), Kansas City (MO), Nassau-Suffolk Counties
(NY), New Haven, New York Metro ‘Area (mcludmg Lower Hudson Valley Regxon),
Newark, Paterson (Bergen-Passalc) (NJ), Ponce (PR), ‘San Juan, Seattle (WA) and
Washington, D.C. -Contributions from EMAs totalled $20.8 million. It is'important -
to note that 84% of the national fundmg contributed by Title I EMAs was’ provided by
EMAs in New York State ($17.5 million), the hxghest contribution. The lowest
- amount of fundmg contnbuted was $36,675 in MlSSOlll’l (Kansas City).

A table. 1nd1cat1ng specific Federal and State allocatlons for ADAP by State is
prov1ded on the followmg page ‘

ADAP Cllents

, ADAP programs have various eligibility criteria (both income and medical
criteria) which affect enrollment. In addition, some States differentiate between those
eligible clients who are currently enrolled in the State’s program from those clients
who have filled one or more prescriptions for medications during the year (i.e.,
unduplicated clients served). NASTAD asked States to provide estimates of total
client enrollment as well as clients served in 1995 in order to indicate that although

. "clients served" provides a measure of a past year’s utilization of services, "total
client enrollment” prov1des a measure of the total potential utilization.
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Forty-seven (47) out of 50 States reported client information (Alaska, Guam
and Louisiana did not). Total clients enrolled nationally was estimated at over 69,000
individuals. Total clients served by ADAPs in 1995 was reported to be nearly 60,000 .
clients. When compared with final data provided by States’ Annual Administrative .
Reports (AAR) to HRSA for 1994, this total represents a modest increase R
(approximately 10,000 more clients) in 1995 over the 1994 level of reported clients
served nationally. When comparing the survey data with AAR data from 1994, 33
States reported an increased number of unduplicated clients served by ADAP in 1995
- over 1994, Even before the advent of newly approved AIDS theraples, the evidence .
is that many State ADAPs were experiencing greater client demand in 1995,

NASTAD also asked States to provide an estimate of new clients served during
'1995. Forty (40) out of the 50 States responding (80%) reported data on new chents L
served by ADAPs in 1995. The total number of estimated new clients served =
nationally was reported to be 17,426. This number is slightly less than the new chent' '
mformatmn reported by States as detailed in the AAR for 1994. -

ADAP Cost Savmgs and Recovery Mechamsms

Twenty-three State- ADAPs reported actual dollar savmgs in takmg advantage of :
" a variety of mechanisms to reduce or recover.the costs of prescription drugs. Among
_the more widely used mechanisms are: voluntary pharmaceutical ‘manufacturer rebates, -
_program certification by the Public Health Service’s (PHS) Office of Drug Pricing to
~ become eligible for discount prices offered through the Veteran’s Health Care Act of
~ 1992; and other mechanisms, including private insurance recovery,. so-called "chase -
and pay" efforts; and other, ‘'special cost-saving initiatives. These mechanisms are _
‘often also sought in order to ensure that other sources of fundmg are exhausted before

Ryan Whlte CARE Act dollars are used

Often the ablllty of States to utlhze a partlcular cost savmgs mechamsm i
dlrectly related to how their State’s ADAP program is structured. For example, States
~ which have received certification under the PHS Drug Pricing Program tend to have
. central purchase pharmacies or central warehousing, whereas States which do not

 qualify tend to have more complex systems or networks of providing access to
medications (e.g., pharmacy networks, decentralized programs). States with more

- complex distribution systems, and those which correspond closely with State Medicaid

~ pharmacy systems, are typically in a position to take advantage of rebates on

‘aggregate prescription drug sales rather than "up-front" discounts. In keeping with the
spmt of the Veteran’s Health Care Act, twelve State ADAPs reported dollar savings
"in 1995 by entering into agreements with the manufacturers of frequently prescribed
medications to obtam direct rebates based on utlhzatmn levels.



Several States reported problems with 1mp1ementatlon of the Veterans Health
Care Act which prevent many State ADAPs. from benefiting from reduced drug costs.
HRSA's Office of Drug Pricing Policy. (ODPP) has been charged with implementing
the Act and has developed regulations that prov1de for discount purchasing of drugs
from a wholesaler or manufacturer. This mechanism reportedly does not work for
State ADAPs with extensive local pharmacy networks. These pharmacy networks are
- needed by many States to provide adequate and convenient access for large enrolled |
populations, provide immediate access to drugs for acute conditions, and provide
access to cognitive counseling by local pharmacists. Alternatively, States with these
pharmacy networks have developed voluntary rebate systems with major AIDS drug
manufacturers. According to State ADAP administrators, the leglslatwe authonty
‘exists to implement a rebate component to the Veterans Health Care Act, which would
complement the discourt component and prov1de all State ADAPs with the lowest |

possible costs.

Twenty-four 24 'out of the 50 States responding (48 %) reported actual idOll’a'r |
savings in 1995 by employing a cost savings mechanism to obtain lower cost |
prescription drugs or recover costs for eligible clients. Total reported savings.
obtamed by States through the vanety of mechamsms in 1995 was $12.3 million.

Voluntary manufacturers rebates

Twelve (12) States (24% of the total respondmg, 55% of those reportmg cost
saving mechamsms) report savings from voluntary manufacturers rebates. The States
are: Arizona, Connecticut, Delaware, Illinois, Maryland, Michigan, Miss1ss1pp1, New
Hampshire, New Jersey, New York, Ohio and Oklahoma. The savings reported
ranged from $500 in Delaware to $1.3 million in New York; Other States, 'such as
California, reported that they were in the process of obtaining manufacturer’s rebates,
but could not report a dollar figure at this time. The total savmgs reported by States
through voluntary rebates: $2.5 million. :

: PHS Drug Pricing Program Eligibility

_ Thirteen (13) States (26% of States responding; 54% of those reporting cost
saving mechanisms) reported actual dollar savings in 1995 due to their eligibility for
discount prices under the PHS Office of Drug Pricing. The States reportedly realizing
savings by certification in the PHS Drug Pricing Program are: Colorado, Delaware,
Florida, Hawaii, Maryland, Massachusetts, Minnesota, M1ss1ss1pp1 New Mexico,
Oregon, Puerto Rico, South Carolina and Texas. The savings reported ranged from
$750 in Delaware to $2.6 million in Texas. Colorado, which did not report a specific
dollar savings, estimates that because of PHS pricing, their Assistance for AIDS-

10



Specrﬁc Drugs Program is able to purchase drugs at 45% less than the average -
wholesale price. In addition, ‘'several othér States, including Nebraska and Nevada,
reported substantial savings from PHS Drug Prrcmg, but did not report an actual
dollar ﬁgure The total savmgs reported by States through drscount PHS pnces $5 5
mllllon

4 Other cost savmgs - pnvate msurance, chase/pay

Erght States reported other mechamsms for offsettmg costs of drug coverage, :
recovery (savrngs of ¢ over $4 mllhon) In addmon to New York, the seven other
- States are: Illinois (pnvate msurance recovery), Maine (Medicaid reimbursement);
Maryland (private insurance recovery and "chase and pay"), ‘New Jersey (chase and
pay); Oregon (chase and pay); Tennessee (dxscount pricing through a wholesaler); and
Wyoming (private insurance recovery) Total savmgs reported through these other
mechamsms $4 2 mlllron C

Ryan White Tltle I FY 95 Budget Shortfalls
NASTAD asked States to report whether they have encountered a shortfall in

- providing AIDS drug assistance in 1995, or whether they anticipate a budget. shortfall
before the end of the current Ryan White Title fiscal cycle (March 31, 1996).. Out of

the 48 States which prov1de fundmg for AIDS drug assistance (excluding Alaska and .
_' -"Guam) and resnded to the survey, 20 States (42 %) reported a budget shortfall -

States reporung shortfalls in prov1dmg AIDS drug ass1stance through Ryan '
Whlte CARE Act (thh pro_;ected dollar shortfall in parentheses) are '

State S;Budzet_st.n_ortfau

Arizona ($140,000 shortage)
- Arkansas (899,465)

California (est. $4 million)

Colorado ($250,000)

Delaware = =~ ($150,000)

Indiana ($200,000)

linois (between $62,000 - $265 000) ,

Iowa (caps on medications at local level)
~ Kansas - (State stopped authorizing new services to avert shortfall

. - projected to be $200,000)
Maine . (%30,0000
Massachusetts ($150,000 - $300 000)

1



- Minnesota = =~ ($60,000) -
Missouri. . . ($50,000; required Kansas City and st, Lours to. handle
medications through March 1996, capltated contracts for
medications in rural areas.)

Nebraska (815,000)

New Hampshire  ($40,000)

New York ($5.9 million)
2 Oklahoma * (instituted cap on expendrtures and number of 1nd1v1duals covered
RN . .6 monthsﬁoFY 9 |
SN Oregon . ($100,0000 o &

South Carolma " (established wamng Iist; $500 000 may oover demand not bemg
 served.)
Texas , - (will cut other exlstlng servrces to avert shortfall $200 000
‘ ‘projected)

quarter of

Factors which led to Shortfalls "

- The most frequently reported factors wh1ch have led Statcs to report shortages |
in fundmg to ‘meet chent demand and chent unhzatron were , o .

* Increased number of combmatron therapxes prescnbed by physrcrans (45% of
States reporting shortages);

* - Increased number of clients utilizihg program (40%);

x Significant expansron ‘of the number of drugs covered by State’s ADAP
* formulary in the past year 25%);

* ADecreased FY 1995 funding of Title II in State (15 States received reduced
o Federal Title I formula grants in FY 1995 compared with FY 1994) (20%), |

*  Recent approval of addltlonal high cost antl-retrovrrals (e.g., Epivir, D4T, or
'Saquinavir) to Staté’s formulary 20%); and

*  Increased costs per clients served in the past year (15%).

Among the other factors cited less frequently which contributed to funding
shortages for ADAP mcluded 1) 1mproved outreach in the past year to make the

12



program more widely accessible; 2) insufficient screening by local providers of client
ehglblhty for other payment sources (€. g, Medlcald pnvate msurance), and 3)
increase of income ehglbxhty criteria.

- States Report Demand Cutpaces Resources

In addition to the 20 States which reported shortages in fundmg for meetmg
current demand for services, 13 other States reported that, while not incurring a
shortage before the end of the March 1996, their programs have experienced serious
difficulties in keepmg up with demand for services. These States have reported that . - o
they have either delayed action on covenng newly approved theraples for lack of
funding, experienced high demand for services which may outpace resources shortly,
have re-programmed to compensate for demand, or expect a shortage after April
1996. :

' These States are: Alaska (hxgh demand), Dlstnct of Columbla (hlgh demand
delay coverage) Florida (delay coverage), Georgia (high demand, delay coverage),

- Hawaii (expected shortage after July 1996), Kentucky (expected shortage between
April-June 1996), Maryland (delay coverage, additional resources sought from
EMAGs), Nevada (delay coverage), New Jersey (delay coverage), Puerto Rico (delay

“coverage); Virginia (delay coverage), West Virginia (delay coverage), and Wxsconsm
(delay coverage). Together with the 20 States which reported: actual dollar

“shortages, these States represent 66% of the States respondmg to the NASTAD
survey ' . _

» Actlon steps taken to respond to the shortages

States have taken a variety of steps to respond to the fundmg crisis. For
example .

In Arkansas, where the State has opted for consortia to administer medications
assistance for ehglble clients, the funding shortfall has led to a decision to cease all
other additional services provided by the consortia and move funding to medication
line items. Case managers are aggressively accessing Medicaid for eligible clients,
and consortia have undertaken fundralsmg activities to support the need for chent
medications. :

In California, the State is studying available options including the development and
implementation of voluntary pharmaceutical rebate agreements. Other areas that will

be implemented: 1) recapture of funds expended on participants who are now eligible
for other payment sources (private i insurance, Medicaid); 2) the identification of funds
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available from under-utilized programs; and 3) the encouragement of local providers
(local health departments and pharmacies) to implement cost management and cost
contamment practlces o

In Colorado, reglonal case managers are focusmg their work on accessmg
manufacturers’ indigent drug programs for clients. All drugs were temporanly
removed from Colorado’s ADAP formulary in October 1995 due to the funding .
shortage (The addition of emergency State funding has allowed the program to.
restart in early 1996.) S _ , R

- In Ilhnons the lack of avallable funding for the newly approved theraples may

: necess1tate dropping coverage of several other drugs (e.g., anti-microbial category)
‘that were recently added to the formulary ‘The State’s ADAP advisory committee has '
determined that the program s first priority should be provision of antr-retrovu'als
Consideration is being given to requesting additional funding from the State’ s General
Assembly or to mstltutmg a co-payment pohcy for cllents .

In Indiana, the ADAP program is worlcmg closely thh State Medlcmd to get ehglble
clients onto Medicaid and off ADAP; and is working to obtain rebates for Med1ca1d :
eligible clients who accessed drugs for which Medicaid will reimburse ADAP for
costs accrued during the clients’ approval process for Medicaid. The State is also
workmg W1th drug compames to obtam rebates for drugs purchased . :

In Maryland, although no budget shortfall is reported, it is only through successfully
obtaining manufacturers’ rebates, utilizing additional funds from the State’s Title I -
EMAs, and tight fiscal management, that the State is able to offer unrestricted services
through the end of the project penod (March 31, 1996) without the addition of drugs
“to the formulary An increase in demand for the program with the current formulary
will result in the establishment of waiting lists. Although the program has sufficient

- funds to carry it through the project year, this has been accomplished by carefully
 verifying eligibility; pursuing all available manufacturers’ rebates, and mamtammg the
current 25 drug formulary without addmons '

Missouri’s AIDS program has taken the following actlons since a September 1995
funding crisis affected all Title II services Statewide: 1) providing additional State-
based fundmg and coordinated with its two Title I EMAs and pharmaceutical
companies to ensure access to medications to ehglble chents '2) coordinating the
Statewide consortium to prioritize medications and cap program expenditures; 3)
considering block grants to local consortia for medications under a capitated contract
to ensure maximum fiscal management and consortia ownership of medications
prioritization process; and 4) requesting Title I EMAs to handle medications for
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, penod 10/95- 3/96 and prov1d1ng capltated contracts for medxcatrons to rural area -
consortia. -

New York’s ADAP program has eliminated the coverage of 129 drugs (mcludmg
antibiotics, psychotroplcs and analgesrcs) on the State’s formulary effective 1/1/96 to
save $2.35 million. The State, workmg in collaboratlon with Tltle I EMAs, has also
 transferred $3.55 mllhon in savmgs from other Title I 'and Title 1§ program areas to -
ADAP. Earlier in 1995, prior to cutting services, New York took the following - :
additional steps to respond to the impending funding crisis: l) received a 10% drug -
price reduction and the Federal Upper Limits program for pricing of generics (Apnl
1995); 2). mcreased insurance recovery and rebates, 3) 1mplemented additional ‘
. prospecnve utilization review .controls on drugs, 4) 1mplemented an automated control
- system for Medicaid spenddown partxclpants and 5) mcreased efforts to transmon all
eligible part1c1pants to Medrcald ’ _

Impact of budget shortages on services for ehgnble chents

: The 20 States reportmg ADAP budget shortfalls reported the followmg range of '
, 'effects on service dehvery for ehglble clients: . o R

* vThlrteen States delayed or cancelled planned expansrons of drug assrstance .
~ program formularies (1ncludmg newly FDA-approved therapies) (65% of the 20
. States), , L i
x -Elght States removed drugs from covered formulary (40 %), _
* .' . Seven States estabhshed wamng lists for new apphcatmns (35 %), o
*  Five States suspended dxspensmg of drugs for a penod of tlme (25 %),

* -Four States reduced or ceased outreach act1v1t1es (20%),

~*  Four States shifted other AlDS services or prevention program resources mto
ADAP (20 %);. :

* Three States estabhshed monthly/yearly cerlmgs on chent per capita
- expendltures for drugs (lS %),

* 'Three States reqmred pnor authonzatlon for certain therapxes (15 %);
* 'Three States capped client enrollment (15 %) o
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Seventy percent of the States facing budget shortfalls (14 States) report that they
are ratlomng ADAP services by establishing waiting lists for new clients or by
removing drugs for HIV disease from coverage due to funding shortages Five States

‘reported suspending HIV/AIDS drug theraples for a penod of txme in 1995 due to lack
of funding and increased demand o ,

: The fiscal impact on ADAPs has been witnessed in other States which have not
encountered an actual budget nor anticipate a shortfall before the end of March 1996.
Over 77% of the States (37) which operate ADAPs report delayed or cancelled =~

expansion of coverage of a wide range of AIDS drugs, including recently FDA-
approved therapies, due to resource constraints, increased demand or uncertainty of

" future funding allocations for Ryan White Title I and State ADAPs. These States )
also reported that eligible clients who could now receive prescription' drug coverage
for new FDA-approved AIDS drugs are unable to access these new therapies because
State programs are unable to budget expenditures for 1996. Without adequate funding
for these drugs, States report that clients have limited options for receiving coverage
for combmatron antt-retrovrral theraples Wthh bemg prescnbed by chmcxans o

Specific examples of the impact of budget shortages on client services 1nc1ude
the following:

'Arkansas

. Case management approval must be obtained before any prescnptlons are ﬁlled at any’
of the contract pharmacies. The District 4 consortium suspended all expenditures' for
about 3 weeks to get a handle on the total budget. "All consortia have established
monthly ceilings on the total amount spent on drugs. Clients are served on a first
come, first served basis. Each consortium has been instructed to establish wattmg lists
if necessary; however none have yet been estabhshed

- Colorado

Al chents were nouﬂed 3 months in advance that drugs would no longer be "
dlspensed Case managers were hired in each consortium area to assist chents m
accessing manufacturers free drug programs. -

Delaware

A waiting list of approximately 25 persons was established for accessing the AIDS
Drug Reimbursement Program (ADRP). The Medical Center of Delaware is currently
covering those 25 persons. . A
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Indisna

All new chent apphcants are bemg placed ona waltmg hst As cases are. closed
usually due to Medicaid approval, new applications will be approved The State
- health department works very closely with Medicaid consultant and advisory
committee to make decisions and to add new drugs to the formulary.

- Towa
All consortla case managers work dlhgently w1th chents to 1ncrease enrollment in S

Medicaid, if eligible. Medlcmd does not. have prescnptlon caps the State s Ryan
Wlute consortla do , . o , ‘

The State stopped authonzmg new semces on November 1, 1995 Case managers are'
not publicizing the program as before. Planned discussions for addlng newly
~ approved drugs have been postponed until April, 1996.

 Missouri

Specific actions taken: 1) decreased income eligibility from 300% to 185% Federal R
P overty Level 2) decreased formulary (dlfferentlated ona reglonal basxs, some areas

‘ wamng Tist or cap on the number of clients accessmg servxoes
. New York .

A review of available resources and expenditure trends was conducted early in 1995.
It became apparent that resources would not keep pace with expenditures. The
Advisory Councils for the programs were convened to review all covered services and
- establish coverage priorities for the programs. Based on this process and review. of
available resources, recommendations were made to remove specific classes and
individual drugs from the formulary effective 1/1/96. :

Texas
New client applications are denied access to Rifabutin; access to Fluconazole is

severely limited, with provision based on lab tests to venfy cryptococcal mieningitis or
candida esophagms diagnosis. :
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Actions taken by States in prior year shortfalls

| Nineteen States (38% of States respondmg) reported that they had expenenced
ADAP budget shortfalls in prior years. Among the action steps taken by States in the
past to deal with fundmg emergencres

In Florida, the State d1d the followmg

1. Maxmuzed Medlcmd enrollment .
2. Mandated Medicaid ehglblhty screening for everyone, _.
3.  Established an ADAP funding. allocatlon methodology to drstnbute ADAP funds
Statewide by county; and : .
4, Estabhshed a s1x-month program enrollment cycle

‘Ina pnor year shortage, Georgla

‘Estabhshed a wamng hst currently there is no waltmg llst
Capped client énroliment: the program maintains 1,015 slots;
-~ Title I (Atlanta) contnbuted more money in the past as needed to cover costs
In 1993, the. Governor awarded emergency funds and appropnated State funds
. to support the program

AW~

In Ilhnoxs, at the end of the 1992 fundmg year, Wlth an expected budgetary shortfall
‘the Department expected to 1mplement a waiting list. Ilhnms State General Revenue

-funds were appropriated for the AIDS Drug. Relmbursement Program (ADRP) to meet
the need. Stite GRF funds have continued to meet the growing demand for

. HIV/AIDS related theraples through the ADRP. = =

Mlchlgan took: the followmg actions to respond to its fundmg emergency several years
ago: .

- Changed financial ehg1b1hty,
. Changed medical eligibility; ~ '
Changed formulary - ‘removed 25-30 drugs from formulary,
Closely monitored program expendltures, . .
Required pharmacies to bill within 30 days-of dlspensmg medlcatlons ‘
Worked with case management agencies closely and encouraged efforts to
~ aggressively tap into every pharmaceutlcal program for indigent patlents '

S AW N -

In the past, Missouri’s response to a fundmg shortfall was: 1) EMA reallocatlon of .
Title I dollars; 2) emergency money using reallocated HOPWA dollars; 3) access to
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compassionate care programs 4) assistance from the State’s Department of Mental
Health for coverage of psychotroplcs

: Impact of Newly Approved Therapxes

In late 1995, the Food and Drug Adnumstrahon (FDA) considered and rapldly
.approved marketing for two new anti-retroviral treatments for AIDS - Epivir
(formerly known as 3TC) and Saquinavir (Invirase). Epivir is considered -- like AZT,
ddl, ddc, and DAT -- a nucleoside analogue, and is recommended to be used in
combination with other nucleoside analogues for individuals with HIV disease.
Saquinavir is the first of a new class of drugs known as protease inhibitors which has
_received FDA approval for treating HIV disease. This drug is also approved for use
in combination with other anti-retroviral treatments. The FDA approved applications’
- for two additional protease inhibitors from manufacturers in early 1996

The anti-retroviral drugs approved in late 1995 have already accelerated chent
demand and increased utilization of combination therapres in many States. ' In addition,
tens of thousands of individuals living with HIV disease in the U.S, have part1c1pated
in AIDS clinical trials and manufacturers’ ‘compassionate use programs and have been
receiving Eprvxr and Saquinavir prior to FDA retail marketmg approval ' »

. It is unknown how many of these individuals are currently ehglble to receive
assxstance under State ADAP programs. However, according to NASTAD’s survey,
~ States-are reportmg that these newly approved theraples are rapidly being considered

- standards of care in some areas of the country, requiring rapid approval for coverage
under State ADAP formularies in order to allow eligible clients access to continuing
and uninterrupted treatment. States anticipate that the additional protease inhibitors
- approved by the FDA early in 1996 will further increase demand and client utrhzatron
- of ADAP services at a time when resources for these services are in many cases
levelmg off or declining.

~ In order to gauge the level of coverage of the most recently-approved FDA ,
anti-retroviral therapies, as well as to understand the decision-making processes within
States for considering State approval for ADAP coverage, NASTAD asked AIDS
directors to describe their State’s decisions and plans regarding addition of Epivir and
Saquinavir to State ADAP formularies, and the role of advisory bodies in
recommendlng decrsmns on coverage of these combmatlon therapies.

- For the purposes of this report, specific State references to plans for adding
these recently approved therapies will not be descnbed State information on coverage
is described only in the aggregate.
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 Epivir

<" The survey findings indicate that as of mid-January 1996, 30 out of the 50 -
States responding (60%) have added Epivir to their State ADAP formularies, or are
covering Epivir for eligible clients seeking assistance. Several other States report that
their States’ decisions regarding addition or coverage of Epivir are expected within 1-2
months. A significant number of those States which have yet to add or provide
coverage for Epivir generally report that they are delaymg decisions regarding ~
coverage until after April 1996 -- the ant1c1pated begmmng of the next ﬁscal cycle for
Ryan White Title II funding. : ‘ ‘

- Among the ma_]or factors cited by States whlch are postpomng coverage of
Ep1v1r are: ; .

* Current budget shortfalls : o ‘ .
* Per client cost of the drug would exceed current avarlabrhty of funds
* . ‘Uncertainty of FY 1996 Title II funding, both in terms of finalized action on ‘
- Ryan White CARE Act FY 1996 Federal appropriation and reauthorization, and
- impact of short-term continuing resolutions on FY: 1996 Title II grant awards;
*  Underfunded contribution to State ADAP program by Title I EMAs within
States;
* Addition of the drug would result m prevmusly approved drugs bemg removed
' - from the formulary; -

~*  Formulary advxsory comnuttees have yet to meet and formally consxder |
.- recommended revisions to. ADAP program; and .
* . States currently have waiting lists for new applications for drugs covered under

- existing formularies.

The demand for coverage of Epivir has reportedly led to several States to
1mplement adjustments to their ADAP programs-to accommodate the addition of the
drug. ‘For example, one State reports that the additional coverage of Epivir is a
contributing factor in its decision to remove a significant portion of drugs from its
formulary, including categorical coverage of antlblotlcs analges1cs and pSychotroplc .
‘ ‘medlcatlons for eligible chents ' L

Saqumavu'
_ " Eleven States out of the 50 responding (22%) indieated‘ that their ADAP
programs were covering Saquinavir by mid-January 1996. "An additional four States

reported that a decision regarding addition of Saquinavir to their ADAP formularies
was expected w1thm 1-2 months. Several of the States which are providing coverage
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of Saquinavir routinely cover all FDA approved drugs related to HIV disease. Others
have recently instituted policies (recommended by State formulary advisory
‘committees) to cover categories of drugs and approve coverage of antn-retrovrral AIDS
treatments automatlcally upon FDA approval R : :

Nonetheless, the pace wrth wluch Saqmnavu' is bemg covered by ADAPs
nationwide. up to now is clearly slower than coverage of Epivir. Many .of the same
factors cited: by States-as reasons for delaying coverage of Epivir hold true for -
.Saquinavir., However, many: States indicate that these factors appeartobe. - - .
‘compounded in considering coverage of the first of the new protease lnhlbxtors-;

Among the key additional factors cited by States for postpomng addmon of
Saquinavir to ADAP formularies were:
x Per client cost of the drug -- reportedly as high as $6,900 per year in some’

States -- is seen as too prohrbmve for coverage ‘ - o

. * Wrthout the avarlabrhty of addmonal fundmg, the addrtlon of Saqumavrr (or
" other expected protease inhibitors in the near future) will result in the deletion
- of currently covered drugs, i increases in program ehglblhty cntena, or hrmts on
- . per client expenditures; AT DT WY

- * . The State recently expanded its .coverage of:drugs and is prov1d1ng the |
maximum avarlable coverage based on budget pro_]ectlons, e

S Approval of Saqumavrr by the FDA was. unexpectedly fast and madequately
. predicted when State ADAP budget plans were made at the beglnmng of the
- FY 1995 project period; _ ‘

*  The drug was not recOmmended for addition to State’s formulary by clinical
- advisory panels due to either cost constramts or clinical concerns: about the
' drug s effectlveness ’ o e : i

* Uncertamty and coricern: about the 1mpact and antrcrpated demand for other
soon-to-be-approved protease inhibitors, causing States and advisory panels to
postpone decisions on Saquinavir until the fiscal and clinical impact of other
protease inhibitors can be adequately evaluated; s

* “Advisory panels decided that, given the financial status of the States’ ADAP
program, not adding the newly approved drugs -- and therefore being able to -
. serve current enrollees -- is preferable to estabhshmg wamng lists for new
~clients. : . :
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* Potential program clients are already on waiting lists due to budget shortfalls.
If Saquinavir is added to formulary without other drugs being removed from
formulary and/or increases in ADAP budget ex1st1ng ADAP clients would need .

" to be put onto a waiting list.

* State reports that they have not expenenced the 1mmed1ate chent demand for -
 the drug as w1tnessed w1th other anﬁ-retrovxral drugs '

Advnsory Panels

- State health departments overwhelmingly reported that they rely on the
expertise and counsel of formal and ad hoc advisory panels in making decisions
regarding ADAP services. Forty-two out of the 50 States responding (84 %) report
 that their State has an advisory panel -- mcludmg clinicians and. consumers -- which
provides key input into State decisions on formularies, eligibility criteria, ﬁscal issues,
and medical and scientific guidance regardmg ADAPs

In addition to chmc1ans and consumers, which make up the majonty of
advisory panel members according to States, other parnc1pants may include: ‘
pharmacists, dentists, nurses, consumer advocates, State and local health department
staff, community-based organization representatives, case managers, Title II consortia
members, Title I planning council members, AIDS Clinical Trials Unit investigators,
epldemlologlsts Medlcald program staff, and social workers, among others c1ted

" Varying from State to State, formal ADAP advisory panels. may be solely
responsﬁ)le for ADAP issues, prov1de recommendations for planning for a State’s
Ryan White funded programs (e.g., a Statewide consortlum), or be responsxble for
drug utilization review and decision-making for other State public health programs in
~addition to HIV/AIDS. Ad hoc committees, cited less frequently by States, are also

used by State HIV/AIDS programs to provide recommendations periodically

Among the States which do not report that they have ADAP advisory bodies,
“several report that. they do not because they have do not administer an ADAP program
per se (e.g., Alaska, Arkansas, Iowa) but rather allow consortia to provide medlcatlon '
assistance to clients. These States work with individual consortia to determine
coverage of treatments. Other States report that, although they do not currently have
ADAP committees, health department staff periodically survey AIDS care
coordinators, infectious disease specialists, clients and case managers as to current
medication needs of chents
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~ 4FY 1996 Plans

Due to a vanety of factors, mcludmg wxdespread State ADAP budget shortfalls :
reported, anticipated demand for AIDS drugs (partlcularly combination therapies), and
uncertainty as a result of unfinished Federal appropnatlons and Ryan White
reauthorization processes, planmng for Tltle IT ADAP services (as well as other care
services) for FY 1996 is presenting enormous challenges for States. States reported a
variety of planning approaches for FY 1996, and anticipated a variety of changes to
their programs. Among the ‘most common challenges expressed by States o

* Balancmg all funded care semces 1n addmon to ADAP m order to best serve
client needs in 1996 . . L .

* ‘i "vAntlc1patmg level fundmg or the prospects of declmmg Federal fundmg m o
~ "1996; and ' , , .

* - Planning for drug coverage in the absence of effective and practlcal chmcal
mformatlon on the most appropnate combmatron theraples L

N * Below are some examples of 1996 plans for providing AIDS drug ass1stance
~and ant1C1pated program rev1s10ns reported by selected States o - o

=Alaska :

Accordmg to the State AIDS Dxrector, 1f Alaska receives addrtlonal funds (1f 1ts }
minimum Title II ‘grant award is mcreased) the State will develop a drug assxstance ’
program. Currently, local consortxa and a Title Ib grantee prov1de access to
medxcatxons for ehg1b1e chents o

Arizona -

The State s medlcatlons program wﬂl be decentralized effectlve April 1 1996 and
administered by reglonal consortia. Protease inhibitors are expected to be mcluded on
_the minimum formulary, required contractually to be provided by consortia via their
consortia-administered, decentralized program. Consortia will need to pro_;ect and
allocate resources necessary to prov1de coverage for all ehgxble persons. Financial =

-~ eligibility, together with the minimum formulary will be mandated. The formulary for
FY 1996/97 will be reduced from that which the State Health Department
administered in FY 1995/96.
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Arkansas

During FY 96, there will be strict adherence to the Statewide drug formulary to
ensure that funds will be available to local consortia durmg the funding period. The
major concern in the provision of combmatton theraples is cost.” Limited fundmg will
place a tremendous strain on the consortia. It is anticipated that the State’s HIV
Services Planmng Council, which is in the early phases of development, willbe
successful in developmg a comprehensrve plan for the State that will convince
legislators to appropriate fundmg for services. “Additional funding streams will be
researched.  Since level Federal fundmg is ant1c1pated for FY 96, the drug formulary' ‘
will be reassessed in February and necessary changes will be made. “Any purchases :
that will be made outside of the formulary must recelve prior approval by the State’s
HIV Services Program Coordinator.

California

The cost 1mpact of the addmon of other protease mlubxtors has not been calculated }
although the impact is being consxdered in the decision regardmg Saquinavir., The

_ State must identify additional revenue, most likely State general funds, to meet the o
: ,ant1c1pated demand. In terms of ADAP changes, increased" fundmg (level not
determined) is needed, increased rate utilization, increased recovery of expendltures |
- ‘on ineligible clients, increased demand, and increased number of drugs on the

~ formulary are all expected

The Cahforma Title II Worlcmg Group has recommended that the Office of AIDS
~ investigate the efficacy of 1 rev1smg the program to add drugs upon FDA approval and

A evaluatmg drug utilization at six months. Because cost information is not- available
- prior to FDA approval States’ ablhty to recommend the addition of new drugs 1s
mhlblted

. Colo‘rado

Colorado was recently successful in seekmg emergency supplemental funds of
$151,000 from its State Leglslature to continue the State’s AIDS Drug Assxstance
Program. Historically, the State General Assembly has awarded the program-
$150,000 per year for assistance for AIDS-specific drugs. The State s yearly
commitment has now doubled to $301 000.
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‘ Connecticut

‘The State reports that it has been cautrous in addmg new drugs because of the
unknown impact on current resources. Connecticut reports that it will be closely
monitoring expendrtures of the first of the approved protease inhibitors, It has not yet
determined what the financial impact would be for other protease 1nh1b1tors approved
by FDA in 1996. In terms of changes to ADAP, plans are to revise the State law ‘
governing. admrmstratlon of the program to allow for coverage ‘of nutritional f
»supplements and rélated drug supphes, if sufficient funding is ‘available.” However
there is concern that the _program may not have sufﬁcrent fundmg if future FDA
approved HIV therapres are very costly.. , ,

Delaware

The State Health Department is currently WOrkmg to assure that any AIDS care =~
provider may be able to obtain PHS drug pricing. The State is also workmg on
voluntary manufacturer rebates. However, the current wartmg list for new clients w1ll _
continue until the fundmg situation is 1mproved Changes to ADAP: the State has
‘added some small addmonal fundlng pending Federal formula allocatlons and V_F_ er:
budget reconcrhatlon Plans are to re—evaluate and allocate some addmonal res ources
for medrcatrons : S | o

Florida

Flonda antrcrpates a ﬁnanc1a1 shortfall in 1996 to 1n excess of $4. 3 mrllron based on _
the previous year's drug usage, the recent addition of lamivudine (3TC Eprvrr) to the
'ADAP, and the proposed addition of Saqumavrr (Invrrase) At this time, the ADAP
resources allocated are expected to be fully utilized by the current 10 drug formulary
Addmg another drug will likely result in changing eligibility criteria for the ADAP, or
causing the deletion of a current drug or drugs, unless additional financial resources. .
can be secured. At the local level, entities such as the county public health units and

- Title II consortia have pharmaceutical line item budgets that assist clients with drugs

not covered in the ADAP, or assist those md1v1duals who are not ellglble for the
'ADAP. Depending upon the locahty, new theraples may be funded by these non—State
- ADAP resources. .

Georgia
The State’s Medical Providers Task Force estimates that the cost of protease inhibitors

along with the addition of Epivir could be as high as $6.3 million. The Task Force
will continue to meet to monitor and make recommendations regarding the addition of
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drugs to the formulary and criteria for eligibility and priority for receiving therapies.
Based on current Titles I, II, and State funding levels (fotal $14 million), the program
expects a shortage in funds for ADAP. No additional State fundmg is antlclpated in
1996. The priorities and allocations committees of the Title I planmng council in
Atlanta have proposed a $2 million setaside for overall drug increases to meet the
need of increased numbers of clients being served in the EMA. Avarlablhty of

Title I funds for ADAP will have to be evaluated ' . o

.Illmms'

Effective September.1, 1995, the State’s ADRP was expanded to cover categones of
drugs. Prior to the expansion, the ADRP subcommittee prioritized the categories of
drugs in order to quickly make decisions concerning additions and deletions of drugs. -
Budgetary constraints may require. elimination of Category IV (treatment for B
neoplasms) and V (epoetm alfa, gancyclovxr-oral neuporen, IV 1mmune globulm)

Funding is expected to decrease and’ rollover funds will not be avallable in FY 1996 |
Demand is expected to increase as addmonal persons begin receiving protease |
inhibitors. Additional protease inhibitors will be covered. as they become FDA" B
approved. Eligibility levels may be decreased dependrng upon budgetary constramts
The FY 1995 estimated ADRP expenditures were $4 million and the FY 1996
estimated ADRP expenditures are $6 million at current program levels. In addition,
the number of other drugs covered.by the ADRP (besides anu-retrovuals) may be’
decreased and chents may be required to co-pay : :

- Indlana |

The State Health Department is workmg with physlcxans across the State and w1th the
“Infectious Disease Research Clinic in Indranapohs to assess need. Also, a chent
: survey is-being developed to acquire information on how clients perceive ex1stmg

. services. In Congressional funding proposals contained in Ryan White -
. -reauthorization, Indiana is expected to receive ‘substantial increases in Title II fundmg.
Increased funding will allow for an 1ncrease in fundmg for ADAP. |

Maryland

At its ADAP Advisory Board meeting in December, the following issues were
discussed in relation to the demand for coverage of additional drugs in Maryland

* Request for State funding for drugs, ‘
* Collaboration with other State ADAPs to push for price breaks from
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L manufacturers - to advocate for lower drug costs .
* 'Request that EMAs allocate fundmg for -additional drugs for EMA resrdents
~* - Establish a drug approval process based on chmcal mdxcattons for the

- -appropriate use of eertam drugs; tlus would requlre regulatory changes in
" Maryland;
* Establish a block agreement w1th certam pharmacres to’ reduce the costs of
drugs; this would also require regulatory changes; . ‘
* Request that local jurisdictions provide funding for drugs for thetr clients who

use the program.
New York

In the short te"m, the ADAP program is working with the Department of Health and
the Division of Budget to find additional resources for the program to restore cut -
drugs and services and to allow for the addition of new therapies and treatments.
Long term: The program will continue to 1dent1fy savings opportunities and
streamline admlmstrauve activities. A review of the financial criteria will hkely result .
in a change in the financial ehglblhty The advrsory committee will be charged with
the task of revrewmg covered drugs and services and makmg hard recommendatlons B
on services and- drug coverage wrth respect to avarlable resources R e

-Ohio o

The State is currently looking at several ways to conserve current expenditures in
order to include protease inhibitors in-1996. Prior authorization for certain drugs on
the formulary and clinician education to ensure appropriate use of medications are also
planned. Because House and Senate versions of Ryan White reauthorization
'legxslatlon provrde for s1gmﬁcantly different levels of mcreased fundmg for Ohio, -
future programmmg activity will reflect whlchever version is funded. If fundmg
levels stay the same, the State reports it will not be able to add new therapres The
“demand for the program is steadlly increasing, and the result could be dropping
covered therapies, limiting. number of enrollees, or creating a strrcter medlcal cntena
for enrollment. : :

Oklahoma

As of now, there have not been any formal assessments and no other possxble sources
of revenue identified. The State’s Ryan White Advisory Council has formed a
legislative committee to come up with a plan to educate, then advocate for more State

funds.
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In terms of expected changes to ADAP: no changes in funding are anticipated, but
demand is expected to increase. Additional new therapxes are expected to be covered
- and program eligibility will likely remain the same. Persons who receive a Medicaid
prescription card (limited to 3 drugs a month) will be considered to have a pay source -
“for prescriptions and will not qualify. - |

" Rhode Island '

Since Title II drug funding will most likely be inadequate to cover protease inhibitor
approvals and use will only add to the fiscal problem, the health department is . ,
exploring additional State fundmg options (possibly a legislative initiative), dlvertmg
Title Il funding from other services, and ADAP restnctlons re: ehglblhty, number of
o medlcatlons and cappmg per chent cost o , o , _A

£

WaShmgton,

The State will analyze and assess fiscal impacts based on utilization of new
medications. Consideration is being given to conducting a survey of prov1ders to
determine common practices regarding combmatlon therapies. ‘

Plannmg and Fox-'ecastmg,. Models

: A variety of external factors led to a dynamic and somewhat unpredictable year
for ADAP programs which collapsed some States’ plans for FY 1995. However, .
given the fact that almost half the States reported shortfalls in their ADAP budgets in
1995/96, there is obvious interest in assuring that States have access. to effectxve o
 planning and forecastmg approaches :

Ten States out of the 50 respondmg (20%) described a forecastmg model their
State uses for anticipating costs and future demand for ADAP services.' Given the -
_ vast majority of States which responded that did not use a forecasting model for
projecting costs and utilization patterns, the NASTAD survey has identified a -
s1gmﬁcant technical assistance need and knowledge gap

Additionally, several States noted that planmng approaches used in prior years
for predicting client utilization and costs might be moperable given several recent |
“factors:

* ~ the unpredlctabxhty of comblnatlon theraples which drugs" used in Wthh
combination?, at what cost?, and at what dosage levels are phys1c1ans going to
- be prescribing these new ann-retrovu'al medications? and
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*  the relative speed with whlch the FDA approves drugs to enter the market --
- particularly the expected rapld approval of protease mhrbltors how many m
' '1996/97‘7 at what cost" | o

However, there is value in examining the approaches descnbed by States which
volunteered their ideas for forecasting ADAP expenditures and service utilization.

A_mong: thepl_a_nning models ci‘ted:i -

Arizona

For each medtcatton demand is. tracked since the drug s addmon to the program
Pro_]ected numiber for future use is increased 10%. Simply put, the program assumes

a 10% increase in demand, and budgets $50,000 per year per new medication. Last
year Arizona assumed one new (additive, non-substitutable) FDA approved ant1- '

‘retroviral.
Connecticut

Connecticut estimates expendlture growth for most drugs added to its formulary based
" on the experience of other States (most often New York) weighted by the ratio of that
State s ADAP populauon to Connectlcut’s ADAP populauon . :

Massachusetts
Based on past utilization of AZT and current use of PCP prophylaxxs, the program can

estimate stage of disease of clients. The program then estimates prOJected utilization
of combmatlon therapres and esnmated numbers expected to enroll in Medlcald

' Mmsnssnppn

Forecastmg includes regular pollmg of State mfectmus disease specialists, review of
client enrollment trends (particularly by CD, levels and OI drugs), and review of -
current and proposed medications/therapeutic dosage information.

'New-‘Jersey‘ o

Forecasting increased demand and associated expenditures is based on a combination
of factors which include the following: 1. average wholesale price; 2. product insert
information (i.e., dosage and administration); 3. prescnbmg patterns; and 4.

utilization patterns for the New York ADAP program. A rough estimate of potential
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clients for the new therapies is made and combined with pncmg data to come up W1th
an estimate of new expendltures

New York

For existing products the program has been able to utlhze the State s Medlcald data
and make some assumptlons regardmg utilization and cost based on that mformatlon
For new products, it is more difficult because the | program relies upon data and

information from the product manufacturer Wthh may ‘not neeessanly reﬂect actual

demand and usage.
Oklah_oma

In terms of demand, forecasting is done by looking at previous year’s program usage
rate (number of individuals certified/number of individuals who accessed program per
month). The State also tracks those who would have been certlﬁed m excess of cap

hmlts
Wnsco‘nsm ;

Forecastmg is conducted based on past data ﬂlustratlng number of program users, cost
per user and cost per prescription. The State also 1ncorporates the usage projections
of manufacturers in calculating cost estimates of new drugs. State Medlcmd utlhzatlon

;statlsttcs are another source of 1nformatlon
Technical ASsistance Needs

S Accordmg to States, the volaullty and unpredrctablhty of the FDA approval

* process for HIV medications, along with current ‘uncertainty. about level of resources
available, makes. planmng enormously difficult. Nearly every State reported that
technical assistance in the form of Federal guidance, other State models, client and
clinical information, and standard treatment protocols would help States to more
effectively plan ADAP services. States described several key needs in order to better -
forecast and plan for the demand for additional theraples Specific examples c1ted by
AIDS dlrectors and ADAP services admxmstrators, in their own words, are:

x "Need more specxﬁc mformatxon on. the per caplta cost of new drug theraples
_ _'and the number expected to be approved in 1996/97. Also need information on
' expected chent population that will utlhze the new drug therapies.”

* "Addmonal chent information, such as the abxhty to track,che,nts ac_ross various
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funding streams would be helpful. We encourage the continuation of the "State
of the art" teleconferences, which have been very helpful to the health
department’s clinicians." :

~ "The Department would benefit from technical assistance from HRSA
- concerning forecastmg and planmng for the demand for additional theraples

o Additional pharmaceuucal mformatlon on expected FDA approval ‘and drug cost

- would be beneficial. Spec1ﬁcally, we would benefit frorn advance mformatlon

' concerning price and projected utlhzatlon of the drug."

"History of cost pro;ectlons (for combination therapies); Federal and State ,
models; clinical information; epidemiological data; client histories/information;

- any avaﬂable studles on combmatlon theraples

S "Whatever Federal guldance is available. Tt is’ dlfﬁcult to ant101pate 1) what

new drug will be approved and when; 2) how much it will cost; 3) how many
people will take it; 4) what new combinations of existing drugs will be used."

"About the most difficult factor in determining what to do next is whether or’
_not Federal (1 e., Title II) funds are a) gomg to be authorized and b) what

- amount we're going to recelve Even a ﬂat guarantee of an at least™ level

o ;fundmg would help ‘ :

' "Federal gmdance on antlcxpated cost per drug, client 1nformat10n from medical
providers (intent to prescribe); clinical information: best use when. "

- "Clinical information on percent of HIV population who are appropriate

-candidates for new therapies. (More clinical information in terms of the
percent of the general HIV population that would be appropriate candidates for
the therapy.) Helpful to also know what types of combmatlon therapxes are o
‘ utillzed " '

* "Federal guldance may ass1st programs in gathenng more accurate mformatlon
“regarding new products and therapies. More relevant clinical information
regarding efﬁcacy and usage may make it easier to develop cost and utilization
parameters, i.e., if disease stage information regardmg‘beneﬁts and projected
‘usage by the. HIV infected population were more clearly available, the ability to

% determine projected use would be significantly more accurate. For example,

- the actual use and expenditures for 3TC (Epivir) have been’ twice what the
(State’s ADAP) program expected in the first month. The program used data
‘and information provided by the manufacturer to make these projections
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regarding utilization. "

* "We need to be able to predlct future Title IT fundmg Also we need
information re: other States’ programs/models. Also, unbiased analysis of
clinical information (for non-clinician program managers), especially re: the
progress of the approval process, appropriate patients/protocols, and medlcatlon
costs would be helpful "

o * o "Statlstrcal data on health outcomes and commumty standards Data on L
community practrce regarding therapies."

* "Forecasts predicting how client drug usage wxll change with addmon of new .
therapies. How many clients are likely to use each drug? Still think someone
~with the resources to do it should create an Internet page for ADAP program
L managers to chat about these 1issues on.a. regular basis." _

Other Issues

NASTAD’s survey also explored other issues’ whlch may affect State ADAP
~ decision making, planning and services, including: statutory or regulatory
requirements; the impact of ACTG 076 on AZT use among pregnant women; and the
potentral effect of Medrcard managed care arrangements e -

.Statutory/Regulatory Reqmrements

Eleven (11) of the SO States respondlng (22 %) reported that thexr States have
statutes or regulations governing aspects of decision-making on providing AIDS drug
assistance. The States reporting statutes or regulations are: Arizona, California,
Connecticut, Mllinois, Maryland, Mississippi, New York, North Carolina, Oregon, -
Texas and Wisconsin. With few exceptions, however, States report that these laws or
regulations do not overly constrain decision-making or program flexibility. Specific
" examples of the kinds of State laws or regulations affecting ADAPs include: o

A Cahforma

Addmon of drugs to the State’s ADAP formulary must be approved by the Dlrector of
the Department of Health Services. '
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Connecticut

Current law limits coverage to payment for the cost of drugs prescnbed for the
preventlon or treatment of HIV/AIDS t

- Tllinois

The Department’s rules and regulations allow for the automatic approval of drugs to
the ADRP formulary if they fall within one of ﬁve approved categones or classes of
drugs ,

Maryland

The Maryland ADAP is: governed by State regulations which can' be amended as
needed to add to the formulary or change program criteria. The AIDS Administration
formulates the language for the proposed regulatory change; therefore, this process -
would be unlikely to impede program decision-making. After internal review within
- the Department of Health and Mental Hygiene, the Secretary of the Department of
Health 'and Mental Hygiene submits the draft of the proposed changes to a:joint
legislative oversight.committee which: has advisory (not veto) authority over all .

- regulations proposed by:the Executive Branch. . If the joint legislative committee took
exception to a proposal, it would be very difficult for:the: Department to adopt the.
proposal. At the completion of a-public comment period, if comments have not
resulted in any changes fo the proposal, the Secretary of the Department of Health and
Mental Hygiene adopts the proposal and sets an effective date

: Mmsnssnppl

, Regulatmns mtemal to the agency requires approval of any new medication by the
Formulary Commlttee T o

- New- York

The program’s eligibility criteria and enrollment for both providers and: participants '
are in State regulation. There is no statutory language regarding service or drug

- coverage due to the changing trends in treatment practices.

North Carolina

The program must go through a rules process to change the eligibility or formulary.
Requires public hearings and publication of rule changes.
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Texas
The drug formulary must be approved by the Com.missioner. of Health.
Wisconsin

Statute lays out a process for adding new drugs but glves wide scope for whxch drugs
can be added.

'S‘lilght Impact of ACTG 076 On ADAP Reported

Generally States reported only slight increases in AZT use among women in
1995, and did not generally report that they are tracking whether clients are pregnant
(ADAP enrollment applications generally do not ask whether clients are pregnant).
_Umversally, States reported | that pregnant women with HIV 1nfecuon in their State are
-either ehglble for Medicaid or have private insurance and are not accessmg Ryan _
* White-funded ADAP programs. It is unclear whether this will change in the future
given the greater. degree to which ACTG076 protocols are being 1mplemented
nationwide. However,: accordmg to States, the burden for providing prescnptlon drug
coverage for low income pregnant women is likely to continue to fall on State
Medlca1d programs rather than Ryan White-funded programs -

.Potentlal Impact of Medlcald Managed Care |

States generally reported that Medlcald managed care. plans are Stﬂl in

. formative stages of development in most areas, so it is unclear what impact these
-arrangements will have on ADAP programs. In Maine, for example, the State’s
ADAP program may be brought into the State’s emerging Medicaid managed care
program as a bill-paying mechanism, but it is still too early to determine whether this
will occur. Several States noted that, potentially, clients may find it more difficult to
become Medicaid eligible, therefore, more people may be trying to-access ADAP to
.obtain the drugs they need. Also, existing Medicaid clients may not necessarlly
receive coverage for their HIV/AIDS drugs, and may. need to look for resources like
ADARP for help. Several States reported that HMOs in their State have been slow to
add newly approved AIDS drugs, which may continue to force demand on ADAPs

Other States reported that State health department staff are in the process of
working with managed care organizations (MCOs) to ensure appropriate medications
access for Medicaid eligible clients with HIV disease. Concern was raised in several
places that struggles are anticipated with some MCOs i in transitioning clients that are
- in late stages of HIV disease from ADAP to Medlcald plans and maintaining
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continuum of care.

Several States reported that changes in ADAP programs need to be closely
coordinated with Medicaid programs to assure continuity of services for eligible
- clients. Arizona reports that the State’s Medicaid program is comprised of many
different providers, each with its own prescription drug formulary. The State’s ADAP
program has hlstoncally covered what the State’s Medicaid program did not. Some of
the recent changes in the State’s ADAP program -- in terms of a revised minimum
formulary and variations in coverage by consortia -- may make coordmatron w1th the
State’s Medicaid program increasingly difficult in the future. B o

: 'Summary Conclusrons

' " The resource needs of State ADAPs are evrdent g1ven the fiscal shortages o

' encountered by many States in trying to keep pace with the mcreased demand for -

- services, and given the antrmpated costs associated with the range of treatments which
are rapidly becoming the standards of care for HIV disease. The assessment ﬁndmgs
show that the most srgmﬁcant obstacle States face in provrdrng access to the 1 range of
. HIV theraples has been a shortage of funds - both Federal and State -

, The ﬁndmgs also indicate that there are other obstacles, in addluon to lack of

funding, which complicate ADAP program management and improved access to HIV
therapies. The following is a list of prominent program areas and ADAP issues
referenced by States which require a coordmated response from States and the Federal
government working i in partnershlp :

* —Improved planmng and forecastmg approaches for pro_]ectmg ADAP costs and
utrhzatlon patterns, . .

SEL Federal ‘ guidanc'e on appropriate and flexible standards of treatment for HIV
a _drsease developed in consultation with States, clinicians and consumers, to

~ assist in the determination of ADAP formulanes and appropnate coverage of

- -core HIV therapres natlonwrde ’ :

* Mo‘dels for effectrve use of hmlted resources -- rnodels for assuring cost- -
effectiveness and widest possible client access to HIV therapies;

*  ‘Barriers lifted on wider implementation of the Veterans Health Care Act of
. 1992 to provide a vehicle for all state ADAPs to benefit from reduce costs on-
- prescription drugs. Currently, the PHS Office of Drug Pricing Policy, which is
_charged with implementing the Act, has developed regulations that provide only
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for discount purchasing of drugs from a wholesaler or mamifacturer. This
mechanism does not work for States with extensive local pharmacy networks.
According to State ADAP administrators, the legislative authority exists to
implement a rebate component to the Veterans Health Care Act, which would
complement the discount component, and provide all State ADAPs with thc
lowest possible costs. .
Accurate and timely notice from the Public Health Service of impending FDA
AIDS drug approval, allowing for reasoned planning for demand and ADAP

- resource needs;

Improved and wider access to clinical information -- besides the information
provided by the manufagturer -- regarding new products and therapies.
According to States, if disease stage information regarding benefits and
projected usage by the HIV infected population were more clearly available, the
ability to determine projected use would be significantly more accurate. :
Additional client information, such as the ability to track clients across various
funding streams and clinical information on the percentage of the HIV-infected -
population who are appropriate candidates for new therapies would also be ’
helpful.

:Improved protocols for screening by States and local providers of client
- “eligibility for other payment sources (e.g., Medicaid, private insurance) to
assure that the ADAP program is the payor of last resort for eligible clients;
and

Examination of State i ingome elig ethblhty criteria for ADAPs to determmc lmpact
on cost containment and resource limitations.
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