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The Governor of California
President pro Tempore of the Senate
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State Capitol
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Dear Governor and Legislative Leaders:

As requested by the Joint Legislative Audit Committee, the Bureau of State Audits presents its audit
report concerning our review of the Department of Health Services’ (Health Services) practices for
containing Medical Assistance Program (Medi-Cal) pharmaceutical costs. This report concludes that
Health Services may not fully achieve the roughly $104 million cost savings to the State’s General Fund
that it predicted for fiscal years 2002—03 and 2003—04. Health Services’ inability to generate the full
savings stems from a lack of pharmacists, a failure to consider fully the consequences of some of its
planned activities, and a lack of reliable data to support its estimates. Further, although it appears that
California was one of the first states to use cost-saving strategies, such as its List of Contract Drugs
and pursuit of supplemental rebates to contain prescription drug costs, Health Services has not adopted
certain techniques other states use. For example, some states use disease management programs or target
their educational efforts toward providers whose prescribing or dispensing patterns are inappropriate.
Finally, Health Services may be able to achieve additional savings of up to $80 million by eliminating
optional pharmacy benefits.
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ELAINE M. HOWLE
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SUMMARY

I
Audit Highlights . . .

Our review of the Department of
Health Services’ (Health Services)
practices for containing Medical
Assistance Program (Medi-Cal)
pharmaceutical costs found
the following:

M Health Services may not
fully achieve the roughly
$104 million General Fund
cost savings it predicted
for fiscal years 2002-03
and 2003-04 because
it has been unable to
hire pharmacists, has
not considered fully
the consequences of
some planned activities,
and has presented
questionable estimates.

M Although Health Services
employs some cost-saving
strategies, such as the List
of Contract Drugs, it has
been slow to consider or
adopt others.

M Its efforts to educate
physicians and pharmacists
about inappropriate or
medically unnecessary drug
therapy are limited.

M Health Services has
not sought funding for
disease management
pilot projects that could
potentially benefit the
Medi-Cal population.

RESULTS IN BRIEF

he Department of Health Services (Health Services)

is responsible for administering the federal Medicaid

program in California, the Medical Assistance Program
(Medi-Cal). Although federal law does not require the State to
provide prescription drugs under its Medicaid program, California
has chosen to do so for more than 6 million residents at a
cost of $2.7 billion. The cost to the State for drugs it provides
beneficiaries under the Medi-Cal Fee-for-Service system has risen
as dramatically, as have drug costs nationwide over the last several
years. Currently, half the Medi-Cal population has migrated
to the State’s managed care system. The remaining 3 million
beneficiaries who continue to participate in the traditional
Fee-for-Service system can obtain services or supplies from any
provider who has agreed to serve them. Health Services establishes
reimbursement rates, and providers bill Health Services. As
California struggles with its budget deficit, concerns have been
raised as to whether Health Services is doing all it can to contain
drug costs under the Medi-Cal Fee-for-Service system.!

Health Services estimated that it could generate cost savings
to the State’s General Fund of roughly $104 million for fiscal
years 2002-03 and 2003-04. However, because Health Services

has been unable to hire pharmacists, has not considered fully the
consequences of implementing some of its planned activities, and
has presented unsupported or inaccurate estimates in its annual
budgets, it might not fully achieve the estimated cost savings,

or they might be delayed. Specifically, Health Services has not

been able to fill 13 pharmacist positions approved during budget
negotiations for fiscal years 2001-02 and 2002-03 to meet increases
in its workload and to implement several cost-saving proposals.
Consequently, Health Services has not been as prompt as it could
be in performing some of its ongoing duties that could reduce
costs. Lacking sufficient staff, Health Services has not negotiated
state supplemental rebates with all drug manufacturers, promptly
renegotiated existing rebate contracts, and consistently tracked
rebate payments. Health Services has further limited its ability to
reduce Medi-Cal drug costs by not aggressively pursuing other cost-
saving measures, such as disease management programs.

T For the purposes of this report, all references to Medi-Cal relate solely to the Fee-for-Service system.
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Health Services’ pharmaceutical unit is responsible for developing
Medi-Cal’s List of Contract Drugs (drug list)—the list of drugs
that physicians can offer Medi-Cal beneficiaries and for which
pharmacies receive reimbursement without first having to

get Health Services’ approval. The drug list was initiated in
1992 as a cost-saving measure because, as the Legislature
originally intended, to have a drug included on the list, the
manufacturer had to contract with Health Services to pay a
supplemental rebate. However, because it lacks sufficient staff,
the pharmaceutical unit has taken up to two years to add drugs
to the drug list, and it has negotiated rebates primarily with
manufacturers of brand name drugs, not the more common
generic drugs. Although Health Services indicated that drug
manufacturers often delay the negotiation process, its inability
to fully staff its pharmaceutical unit is the primary reason Health
Services has failed to negotiate supplemental rebates with all
drug manufacturers and has delayed negotiating contracts and
making additions to the drug list. As a result, Health Services
may be paying more for drugs than it should and ultimately not
making the best use of State resources.

According to Health Services, it has failed to increase its
pharmacist staff because its ability to recruit individuals with the
appropriate knowledge and skills is hampered by the disparity
between the salaries it can offer and those offered in the private
sector, and there is a shortage of pharmacists in the State. Our
review confirmed that generally the salaries of pharmacists
hired by Health Services are significantly lower than the base
salaries of pharmacists hired by the University of California
and the average private-sector salary. Attempting to address its
difficulties in attracting qualified pharmacists, in August 2002,
Health Services began developing a proposal for reclassifying
its pharmacist positions and submitted the proposal to the
Department of Personnel Administration for its review and
approval on March 25, 2003.

In its original budget for fiscal year 2002-03, Health Services
anticipated savings totaling $127 million in the cost of providing
Medi-Cal pharmacy benefits. By November 2002, however,
when Health Services began its budget process for fiscal year
2003-04, some activities related to these cost savings had

not been implemented, requiring Health Services to reduce the
estimated savings to about $80 million for fiscal year 2002-03;

but it estimated savings of $127 million for fiscal year 2003-04.
Because about 50 percent of its cost savings belong to the federal
government, the November 2002 estimated savings to the State’s
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General Fund would be roughly $104 million over the two fiscal
years. A significant portion of the estimated savings for the State—
about $40 million for fiscal years 2002-03 and 2003-04—could

be realized if Health Services aggressively pursued supplemental
rebate contracts with manufacturers of generic drugs. Although
Health Services has clear authority to establish such contracts
with all drug manufacturers, it has not routinely done so for
generic drugs in particular. Health Services told us that it has not
aggressively pursued supplemental rebates for generic drugs because
of its inability to hire pharmacists and the reluctance of generic
drug manufacturers to negotiate lower prices.

Further, in a March 1996 audit, we reported that Health Services
did not prepare invoices specifically for supplemental rebates
but instructed manufacturers to calculate and submit required
supplemental rebates along with their federal rebate payments.
It also failed to monitor and track supplemental rebate
payments. Therefore, Health Services could not ensure that

it was making every effort to resolve rebate payment disputes
within 90 days. We estimated that Health Services had not
collected roughly $40 million in supplemental rebates owed

to the State and the federal government. Health Services just
recently received approval and hired four analysts to help
resolve these issues, although it had requested approval to
increase its staff of analysts for almost the past five years. During
that time, the amount of unresolved rebates grew to more than
$216 million, or 6 percent of the $3.4 billion invoiced between
January 1991 and September 2001. Health Services estimated
that it could achieve an additional $21 million, or a total of
$10.5 million in savings to the State’s General Fund, over the
next two years by resolving some of these rebate disputes.

Although the supplemental rebates that Health Services
negotiates with brand name drug manufacturers generally
ensure that Medi-Cal incurs lower costs for drugs than do
other state programs, Health Services does not have procedures
to ensure that it accurately tracks the expiration dates of its
supplemental rebate contracts and thus has ample time to
renegotiate contracts. Our review of Health Services’ drug prices
found that it restricts its reimbursements to eight brand name
drugs because it is generally able to obtain lower net costs?

for them than for their generic counterparts after applying

the supplemental rebates it receives from the manufacturers.
In fact, for six of these eight drugs, we estimate that Medi-Cal

2 For purposes of our report, net cost refers to the cost after reducing the drug ingredient
cost by any applicable rebates.
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saved more than $20 million in calendar 2002 by restricting
utilization to the brand name drugs. However, we found two
instances in which Health Services missed the opportunity to
maximize its savings to the State. In each case, the net costs of
the brand name drugs were actually higher than those of the
generics because Health Services failed either to renegotiate
the rebate contracts or to secure critical contract terms from
the manufacturer. We estimate that these errors cost Medi-Cal
roughly $57,000 in calendar year 2002. Health Services’ net costs
for drugs were typically lower than those purchased by Health
Services’ AIDS Drug Assistance Program and the Department of
General Services.

Health Services generally reimburses pharmacies at higher rates
compared with 17 states that responded to our survey. By state
law, Health Services was required to reimburse pharmacies at the
average wholesale price (AWP) minus S percent, while most other
states offered reimbursements ranging from the AWP minus

10 percent to the AWP minus 50 percent. Legislation that took
effect on December 1, 2002, reduced the amount that Health
Services reimburses pharmacies to the AWP minus 10 percent.
Additionally, at least one state Medicaid program has taken

an aggressive approach toward collecting copayments from
beneficiaries by placing the responsibility on the pharmacists to
recover the copayments that the State now subtracts from their
reimbursements. Medi-Cal could save $20 million annually by
adopting this approach.

Although Health Services has implemented some cost control
strategies, such as the drug list, it has been slow to implement
other potential cost-saving measures. For example, California’s
drug utilization review (DUR) program—a mechanism to ensure
that prescriptions for covered outpatient drugs are appropriate,
medically necessary, and not likely to result in adverse medical
results—has more dispensing alerts than do most other states’
programs and more than federal law requires. However, unlike
DUR programs in many states responding to our survey,
California’s program has not adopted step therapy protocols,
which require physicians first to treat a medical condition with
less expensive, though therapeutically equivalent, drugs and
then to prescribe more expensive drugs only if the patient shows
no improvement.

Health Services’ retrospective DUR process monitors drug use
and cost trends to identify misuses and educational needs.
Through this process, Health Services has identified and
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developed responses to costly Medi-Cal drug patterns. Currently,
Health Services’ educational program is restricted to periodically
disseminating information to general audiences and to its few
active and proposed projects that are heavily dependent on the
expertise and resources of its DUR board members. Consequently,
Health Services has only limited opportunities to educate
physicians and pharmacists about inappropriate or medically
unnecessary drug therapy and to capture cost savings that may
result from changes in drug prescribing and dispensing behavior.

Although many states have implemented disease management
programs, which are designed to improve the quality of care for
Medicaid populations and ultimately contain costs for Medicaid
overall, Health Services’ progress toward a comprehensive disease
management program is minimal. Recently, Health Services

has collaborated with the California Pharmacists Association
(CPhA) to develop Medi-Cal-specific pilot projects for disease
management relating to asthma, diabetes, and hypertension.
These projects lack the funding they need to begin because
Health Services has chosen to rely on its nonprofit partners to
secure funds. Consequently, until Health Services moves forward
on funding the pilot projects, the potential benefits of a disease
management program and its applicability to the Medi-Cal
population will remain unrealized.

Finally, California offers coverage for certain drugs that the
federal government considers optional. Eliminating coverage for
these drugs could yield as much as $80 million in annual savings
to Medi-Cal.

RECOMMENDATIONS

To improve its ability to realize potential cost savings and obtain
lower net costs for drugs for Medi-Cal, Health Services should do
the following:

e Revise its procedures for adding new drugs to the drug list to
include a timeline for completing reviews and specific steps
on how staff should address manufacturers’ delays.

¢ Negotiate supplemental rebate contracts with manufacturers
of generic drugs.

e FEvaluate periodically the number of staff needed to resolve
disputed rebates within 90 days.
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e FEstablish a set of policies and procedures to ensure that it
follows up on and renegotiates supplemental rebate contracts
before their expiration dates.

¢ Evaluate the possibility of deducting copayments from its
reimbursement rate and have pharmacies collect copayments
from beneficiaries.

¢ Analyze the costs and benefits of adding step therapy proto-
cols to its DUR program.

¢ Consider seeking funds to continue its collaboration with the
CPhA for the proposed pilot projects for disease management.

¢ Conduct a study to identify the effect of eliminating coverage
of all or a portion of the optional drugs currently included in
its benefits.

AGENCY COMMENTS

Generally, Health Services agrees with our recommendations.
Further, Health Services acknowledges that California can—and
must—do even more to reduce drug costs. ®
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INTRODUCTION

BACKGROUND

he Department of Health Services (Health Services)
I administers the federal Medicaid program in California,

which is known as the Medical Assistance Program
(Medi-Cal). Federal law requires Medi-Cal to provide a set of
basic services, including doctor visits, laboratory tests, and
hospital inpatient and outpatient care. Additionally, federal
matching funds are available for any of several optional benefits,
including payments for prescription drugs. Generally, Medi-Cal
covers low-income individuals and families who receive public
assistance or lack private health insurance coverage. State
funding of Medi-Cal is supplemented by federal matching funds
the State receives based on its per capita income.

Health Services estimates that almost 6.5 million Californians,
or more than 15 percent of the State’s residents, are eligible for
Medi-Cal in any given month. Medi-Cal beneficiaries receive
services through either a Fee-for-Service or managed care system.3
Under the Fee-for-Service system, a Medi-Cal beneficiary can
obtain services from any provider who possesses a valid Medi-Cal
provider number; in turn, the provider bills Medi-Cal for any
service provided to an eligible Medi-Cal beneficiary. Although not
required to do so, all states offer coverage for prescription drugs.
Medi-Cal provides prescription drugs to almost half the Medi-Cal-
eligible population, which comprises primarily the aged, blind,
and disabled. Like Medicaid programs nationwide since 1990,
Medi-Cal has witnessed dramatic increases in its drug costs,
which now represent a significant component of Medi-Cal’s
total costs. In fact, Health Services’ average monthly payment
per beneficiary receiving a prescription nearly doubled between
October 1998 and April 2002, increasing from $158 to $301.

HEALTH SERVICES’ ROLE IN CONTROLLING DRUG COSTS

As part of the Medi-Cal Policy Division of Health Services,
the Medi-Cal Benefits Branch develops policy and makes
recommendations regarding the scope, quality, and methods of
providing Medi-Cal benefits. Within this branch is the Medi-Cal

3 For the purposes of this report, all references to Medi-Cal relate solely to the Fee-for-Service system.
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Contracting Section, which administers policy for Medi-Cal'’s
pharmacy, medical supply, and vision benefit programs. This
section is divided into three units: the pharmaceutical unit, the
contract services unit, and a very small vision care unit. Figure 1
shows an organizational chart and the number of employees in
each unit.

FIGURE 1

The Medi-Cal Contracting Section Administers Policy for
Medi-Cal’s Pharmacy, Medical Supply, and Vision Programs

Medi-Cal Benefits
Branch*

Medi-Cal
Contracting Section

Pharmaceutical Unit Contract Services Unit Vision Care Unit
7 professional staff’ 11.5 non-professional staff 1 professional staff
4 non-professional staff

* The Medi-Cal Benefits Branch is within the Medi-Cal Policy Division, which is located
within the medical care services area of Health Services.

T The professional staff include six pharmacists and one nurse.

Two of the techniques Health Services uses to control drug costs
are its drug formulary, which is called the List of Contract Drugs
(drug list), and the state supplemental rebate program, through
which Health Services negotiates rebates with drug manufacturers.

Medi-Cal’s Drug List

State law, enacted in 1992, authorizes Health Services to enter
into contracts for state supplemental rebates with manufacturers
of drugs and to maintain a list of those drugs for which it
executes contracts. It was the Legislature’s intent that, in
implementing a list of drugs, Health Services would negotiate as
aggressively as necessary to achieve the savings identified in the
1992 budget act. Health Services’ drug list is a list of preferred
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drugs from which a physician can prescribe and for which
a pharmacy can seek reimbursement without first obtaining
approval from Health Services. The pharmaceutical unit is
responsible for developing and maintaining the drug list.

The pharmaceutical unit adds a new drug to the list in response to
a request from the drug manufacturer, a physician, a pharmacist,
or Health Services itself can initiate the addition. With the
assistance of the Medi-Cal Contract Drug Advisory Committee
(committee), which consists of at least one physician and one
pharmacist, the pharmaceutical unit evaluates the drug using five
criteria: safety, efficacy, essential need, misuse potential, and cost.
Additionally, after receiving the committee’s recommendations,
the pharmaceutical unit meets with the drug manufacturer, if
the manufacturer so requests, to discuss the drug’s therapeutic
aspects and any state supplemental rebate offers. Ultimately, the
pharmaceutical unit and the chief of the Medi-Cal Contracting
Section review the drug based on the five criteria and, by
consensus, decide whether to add the drug to the drug list.

In addition, the pharmaceutical unit performs ongoing reviews
of the drug list and periodically assesses whether to delete a
drug. According to Health Services, it might identify a drug

for deletion because, for example, studies show that more
effective drugs are available, or the drug’s rebate contract ends
and there are enough other drugs on the drug list to meet the
medical needs of beneficiaries. Before it can conduct a public
hearing to discuss the removal of a drug, Health Services must
provide a 30-day written notice to the drug manufacturer

and to organizations representing Medi-Cal beneficiaries. The
hearing panel consists of the chief of the Medi-Cal Contracting
Section and members of the committee. During the hearing, the
panel elicits comments from the public. Within 30 days of the
hearing, each panel member must submit a recommendation to
the chief of the Medi-Cal Contracting Section and ultimately to
the director of Health Services, who decides whether or not to
remove the drug.

Although Health Services can suspend or delete a drug from

the drug list, the drug is still available to Medi-Cal beneficiaries
through Health Services’ treatment authorization request (TAR)
process. The TAR process can be initiated by any one of the
more than 5,800 pharmacists participating in the Medi-Cal drug
program. Generally, when a beneficiary goes to a pharmacy with
a prescription from a physician and presents a Medi-Cal card,
the pharmacist inputs the prescription into the Medi-Cal on-line
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claims adjudication system, which is maintained by Health
Services’ fiscal intermediary, the Electronic Data Systems Federal
Corporation (EDS). The on-line system runs the claim through a
series of edits and audits to determine the validity and propriety
of the claim. The system first verifies the customer’s status as a
Medi-Cal beneficiary and then begins to check for criteria set

by Health Services, such as inclusion of the drug on the drug
list, limitations on the number of prescriptions per month per
beneficiary, and restrictions on utilization of some drugs to treat
certain conditions. A prescription that fails any of these edits

or audits is denied and returned to the pharmacy for correction
and resubmission, or the pharmacist initiates a TAR and sends

it to one of Health Services’ two field offices that process drug
TARs. At the field office, one of Health Services’ pharmacists
reviews the claim to determine whether the prescription is
medically necessary. If the TAR is approved, the beneficiary’s
pharmacist can fill the prescription.

Rebate Negotiations With Drug Manufacturers

One of Health Services’ primary objectives when meeting with
a drug manufacturer seeking to have its new drug added to the
drug list is to obtain as significant a price discount as possible.
This type of discount on the drugs prescribed for Medi-Cal
beneficiaries are in the form of manufacturer rebates and are
called supplemental rebates. State law directs Health Services to
contract with all drug manufacturers to obtain discount prices
at least comparable to those they offer to other high-volume
purchasers of drugs.

In addition to the supplemental rebates it is supposed to negotiate
when adding drugs to the drug list, Health Services receives
federal rebates from drug manufacturers. In January 1991, the
federal government implemented a nationwide mandatory drug
rebate program. Under the federal program, a drug manufacturer
must submit quarterly rebates directly to 49 states for each
drug reimbursed through the federal Medicaid program,

as described in the agreement between the manufacturer and
the federal government.* Thus, all drugs on the Medi-Cal drug
list are covered under a federal rebate agreement, and many

are also covered under the state supplemental rebate program.
Additionally, because the federal government and the State
jointly fund Medi-Cal, Health Services must return to the federal

4 Arizona has a waiver for which special rules apply. That state provides medical services to
its indigent population in a managed care system rather than in a Fee-for-Service system.

10
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government a portion of the federal and state supplemental
rebates it collects, using its current federal reimbursement rates,
which are generally about 50 percent.

Finally, the contract services unit of the Medi-Cal Contracting
Section is responsible for administering drug rebate contracts.
Using its Rebate Accounting and Information System (RAIS)—a
system maintained by EDS—Health Services gathers drug
utilization data from the Medi-Cal drug claims submitted by
pharmacies. At the end of each quarter, the RAIS compiles the
data and prepares invoices, which EDS sends to drug manufacturers
for the federal and, if applicable, state supplemental rebates. A
manufacturer that does not agree with an invoice can dispute
the amount of the rebate due. It is the responsibility of the
contract services unit to work with the manufacturer to resolve
the disputed rebate.

RECENT COST-CUTTING LEGISLATION

On September 30, 2002, the Legislature approved a health trailer
bill to the fiscal year 2002-03 budget act—Assembly Bill 442
(AB 442)—which amends certain provisions of the law covering
Medi-Cal. The intent of the bill is to achieve additional savings
for prescription drugs beginning in fiscal year 2002-03 for the
State’s General Fund. In the past, Health Services was not able
to negotiate contracts for supplemental rebates for drugs used to
treat cancer or acquired immune deficiency syndrome (AIDS).
State law required Health Services to automatically add these
drugs to its drug list once they were approved by the federal Food
and Drug Administration. Because this process did not include
negotiating supplemental rebates with the pharmaceutical
manufacturers, Health Services could only receive federal rebates
for these drugs. However, AB 442 amended California law to
require all drug manufacturers to negotiate with Health Services
to provide state supplemental rebates on AIDS and cancer drugs
added to the Medi-Cal drug list. Health Services estimated
savings to the General Fund of approximately $7 million in fiscal
year 2002-03. Another cost-saving effect of AB 442 is reduced
pharmacy reimbursement rates for both brand name and generic
drugs, which Health Services estimated would save the General
Fund approximately $5 million in fiscal year 2002-03.
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SCOPE AND METHODOLOGY

The Joint Legislative Audit Committee (audit committee)
requested that the Bureau of State Audits examine current
practices for containing Medicaid pharmaceutical and related
expenditures and to assess the extent to which these practices
can be or are applied to Health Services’ Medi-Cal drug program.
As part of the audit, the audit committee asked that we conduct
a survey of selected states’ Medicaid program practices aimed at
containing costs. Further, the audit committee requested that
the survey include, but not be limited to, other states’ pharmacy
reimbursement practices, policies to encourage the use of generic
drugs, drug formulary practices, timely collection of rebates from
manufacturers, establishment of disease management programs,
and the net costs of drugs. Additionally, we were to compare
Health Services’ current practices with the cost containment
practices of the California Public Employees’ Retirement System
(CalPERS). Using the data obtained from the surveyed states and
CalPERS, we were asked to assess the applicability of the data

to Medi-Cal and, if applicable, determine the extent to which
Health Services uses such practices. Finally, we were asked to
assess Health Services’ staffing levels and contracting needs for
carrying out its Medi-Cal pharmaceutical functions.

To understand Health Services’ responsibilities and the drug
purchasing environment in which it operates as it relates to the
Medi-Cal program, we interviewed Health Services’ staff; reviewed
its reimbursement policies and procedures; and reviewed all
relevant federal and state laws, rules, and regulations. We also
discussed with Health Services its practices to contain prescription
drug costs and reviewed current literature to identify practices
used by other states and health maintenance organizations to
contain drug costs. Using this information, we developed our
survey, which we sent to the other 49 states and the District of
Columbia; only 17 states responded.

Using the survey results, we compared California’s net costs of
drugs per beneficiary or user with the net costs in other states.
However, we found that most of the states responding to our
survey do not maintain data files that would easily provide a
drug’s net cost. For purposes of our report, net cost refers to the
cost after reducing the drug ingredient cost by any applicable
rebates. Instead, similar to California, these states maintain
separate files that include the amounts they paid to pharmacies
for drugs and the amounts of their federal rebates and, if
applicable, state rebates. Although we requested the two files
so we could calculate the net cost of a specific drug, the states

12
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responding to our survey were unwilling or unable to provide
this information for several reasons, including confidentiality
concerns, a lack of staff to prepare data for our request, and an
inability to provide rebate data at the National Drug Code level.
Therefore, we were unable to compare California’s net drug
costs with those of other states. However, we were able to use
the survey results to compare other methods the responding
states use to contain prescription drug costs with those used

by California. Appendix A presents the reimbursement rates and
rebating practices of the states responding to our survey.

We were also able to compare Health Services’ net costs of drugs
with the net costs of drugs purchased by Health Services” AIDS
Drug Assistance Program (ADAP)—a program for individuals
suffering from the acquired immune deficiency syndrome who are
not covered by Medi-Cal and otherwise could not afford the drugs
they need—and those purchased by the Department of General
Services (General Services), which purchases drugs on behalf of
other state departments such as the departments of Corrections,
Developmental Services, Mental Health, and the Youth Authority.
To perform these comparisons, we identified the 200 drugs that
represented the largest share of Health Services’ drug expenditures
(top 200 drugs) for the period of January 1, 2001, through
December 31, 2001. The top 200 drugs are listed in Appendix B.

To perform our comparison of Health Services’ net costs with

those of the ADAP, we needed to understand the ADAP’s process
for paying for prescription drugs and collecting rebates from
manufacturers; therefore, we interviewed officials with the ADAP
and reviewed the contract it has with its pharmacy benefits
manager. We then compared the list of Health Services’ top 200
drugs with those included on the ADAP’s list. For drugs that

the ADAP also covers, we obtained pharmacy claims, invoices

to manufacturers for rebates, and payment documents from
manufacturers to calculate the net costs of the ADAP’s drugs for
comparison. When we compared Health Services’ net costs of
drugs with the net costs of drugs purchased by General Services,

we interviewed General Services’ staff to determine if there had
been any changes to its process for purchasing drugs for other state
agencies since our audit issued in January 2002; we concluded that
there were no significant changes. General Services also provided us
with a data file of the prices it paid for the top 200 drugs on Health
Services' list and identified the purchasing method General Services
used to obtain those prices; however, we did not test the validity of
General Services’ data.
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To compare Health Services’ cost containment practices with
those of CalPERS, we interviewed the staff responsible for

the self-funded health benefit programs, PERSCare and PERS
Choice. Because CalPERS contracts with Blue Cross of California
(Blue Cross) to provide claims and administrative services, we
reviewed its contract with Blue Cross. We also interviewed

staff from Blue Cross and reviewed documentation to obtain
information related to its disease management programs. In
addition, because CalPERS also contracted with Merck-Medco
Managed Care, LLC (Merck-Medco) until December 31, 2002,

to provide pharmacy services, which included a drug utilization
review program, we interviewed officials from Merck-Medco and
reviewed relevant documentation related to its drug utilization
review program. However, we were unable to compare the net
costs of drugs paid by CalPERS through Merck-Medco with the
net costs of Health Services’ drugs. According to CalPERS, Merck-
Medco considers confidential the rebates it negotiates with
manufacturers and thus does not provide CalPERS access to its
rebate information.

To assess Health Services’ staffing levels and contracting
needs for carrying out its pharmacy management functions,

we focused on whether Health Services is able to effectively
perform certain functions at its current staffing levels, such as
reviewing new drugs and performing drug utilization reviews. In
addition, we reviewed budget change proposals and other budget
documents that Health Services prepared during the last six years
to request additional staff as well as its proposal to reclassify its
pharmacist positions. Furthermore, because cost savings presented
in its budgetary documents for fiscal years 2002-03 and 2003-04
appeared to rely on Health Services having sufficient staff to
perform certain activities, we obtained and analyzed the data
used to support these documents. We then assessed whether
Health Services would ultimately achieve the cost savings. We also
determined whether it had addressed the collection of a backlog of
state and federal rebates that we reported in a March 1996 audit.

Finally, we excluded enteral formulae—nutritional products
needed specifically for beneficiaries who cannot eat regular
food—from our review of prescription drugs and related
budgetary savings, because enteral formulae, by federal
definition, are not considered prescription drugs and therefore
are not within the scope of our audit. B
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CHAPTER 1

Without Enough Staff Pharmacists,
Health Services May Not Achieve the
Cost Savings It Estimated

CHAPTER SUMMARY

he Department of Health Services (Health Services) has not
I been able to fill 13 pharmacist positions approved during

budget negotiations for fiscal years 2001-02 and 2002-03
to meet increases in its workload and to implement several cost-
saving proposals. Consequently, Health Services has not been as
prompt as it could be in performing some of its ongoing duties
that could reduce costs. For example, in some instances, Health
Services has taken longer than two years to review new drugs
prior to their inclusion on the Medi-Cal List of Contract Drugs
(drug list). The purpose of the drug list is to ensure that Medi-Cal
beneficiaries receive prescription drug benefits that are both
safe and cost-effective. Also, as part of its review of new drugs,
Health Services negotiates with drug manufacturers for state
supplemental rebates. Delays in finalizing its negotiations with
manufacturers could result in Health Services incurring higher
costs for drugs than is necessary.

We also question whether Health Services will achieve certain
cost savings it estimated for fiscal years 2002-03 and 2003-04.
Originally, its fiscal year 2002-03 budget for Medi-Cal pharmacy
benefits included cost savings totaling $127 million. Most

of these savings would result from Health Services pursuing
additional state supplemental rebates and from provisions of
new legislation. By November 2002, however, when it began
the budget process for fiscal year 2003-04, Health Services had
not implemented activities related to these cost savings and

had to reduce the estimated savings to about $80 million for
fiscal year 2002-03; but it estimated savings of $127 million

for fiscal year 2003-04. Because it must share 50 percent of

its cost savings with the federal government, Health Services’
estimated cost savings to the State’s General Fund would be
roughly $104 million over the two years. Although this amount
is not significant in relation to Health Services’ total budget of
$2.7 billion to provide prescription drugs under the Medi-Cal
Fee-for-Service system, the State is relying on the savings to close
the gap between its estimated revenues and expenditures.
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The reasons Health Services might not fully achieve the estimated
cost savings, or they might be delayed, are that it has been unable
to hire pharmacists, has not considered fully the consequences of
implementing some of its planned activities, and has presented
unsupported or inaccurate estimates. For example, Health
Services has not routinely established supplemental rebate
contracts with manufacturers of generic drugs, although it has
clear authority to do so. Health Services told us that it has not
aggressively pursued supplemental rebates for generic drugs
because of its inability to hire pharmacists and generic drug
manufacturers’ reluctance to negotiate lower prices. Yet, Health
Services estimated that it could save the State’s General Fund
roughly $40 million for fiscal years 2002-03 and 2003-04 by
aggressively pursuing contracts with manufacturers of generic
drugs. Until Health Services addresses the difficulties it has
experienced in hiring pharmacists to perform this task, it is
doubtful that it will fully achieve these savings.

Finally, as of December 2002, Health Services’ records reflect
that it received approximately $216 million less in federal and
state supplemental rebates than the $3.4 billion it invoiced
manufacturers between January 1991 and September 30, 2001,
and Health Services just recently began to work with
manufacturers to reconcile the difference. Further, although it
implemented a new invoicing system beginning February 2002,
Health Services has also only recently started to work with
manufacturers to resolve disputed invoices resulting from
more current billings. In response to a March 1996 audit in
which we reported a similar issue, Health Services repeatedly
requested approval of additional analyst positions in almost
every subsequent fiscal year to perform this function, but it
only recently received approval for four new positions that it
had filled as of February 2003. Thus, cost savings projected

by Health Services of $7 million and $14 million for fiscal
years 2002-03 and 2003-04, respectively, might not be fully
realized until subsequent fiscal years.

HEALTH SERVICES HAS BEEN UNABLE TO HIRE
NEEDED PHARMACISTS

Health Services has not been able to fill pharmacist positions
approved during budget negotiations for fiscal year 2001-02 to
meet increases in its workload, and it is currently unable to fill
positions approved during fiscal year 2002-03 for pharmacists
needed to implement several budget reduction proposals.

16
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Consequently, as described in a later section, Health Services has
not performed some of its ongoing duties as promptly as it could.
Further, we question whether Health Services will fully achieve
the cost savings that it estimated for fiscal years 2002-03 and

2003-04.

According to Health Services, from about 1993 through fiscal
year 2001-02, the number of pharmacists in its pharmaceutical
unit remained relatively constant at eight approved and filled
positions. Health Services reported in its budget change proposal
for fiscal year 2001-02 that increases in the number of new
drugs approved by the federal Food and Drug Administration
was creating a backlog of drugs requiring Health Services’ review
prior to their addition to the Medi-Cal drug list. In addition,

it reported that it has never had adequate staff to renegotiate
supplemental rebate contracts before they expire.

For fiscal year 2001-02, Health Services received approval for
four new pharmacists to ensure that it evaluates new drugs

Duties of Pharmacists in Health Services’
Medi-Cal Contracting Section

Develop and analyze policies for
pharmaceutical services and benefits
provided by Medi-Cal.

Negotiate supplemental rebate contracts
with drug manufacturers.

Design and analyze drug utilization review
studies that, when complete, will generate
useful information for the management of
the program.

Act as consultant on projects that modify
the Medi-Cal pharmacy claims processing
system and the rebate accounting system.

Set drug benefit policies by analyzing
legislation; budgeting; and consulting with
the administration, the Legislature, and
other government agencies.

Analyze and respond to provider appeals and
fair hearings. In addition, develop alternate
decisions to a fair hearing for consideration
by the administrative law judge.

Respond to correspondence from
beneficiaries, providers, provider
organizations, and legislators concerning
the scope of pharmaceutical benefits.

within a reasonable time frame, renews expiring
supplemental rebate contracts, and performs other
needed activities. As part of the State’s efforts

to reduce General Fund spending for fiscal year
2002-03, Health Services received approval to

hire 10 additional pharmacists, a move designed

to generate cost savings by changing or adding
certain procedures related to the procurement of
Medi-Cal prescription drugs and other activities.
Additionally, Health Services contracted with

its fiscal intermediary, Electronic Data Systems
Federal Corporation (EDS), for the services of five
more pharmacists. Despite having approval to

hire 19 pharmacists, Health Services states that

as of March 2003, it had only six pharmacists in

its pharmaceutical unit, after reclassifying two
pharmacist positions to nurse consultants and
losing one position to another unit. Moreover, as of
March 2003, EDS had not hired the five pharmacists
approved under its contract.

Health Services told us that it has not been able
to recruit pharmacists with the appropriate
knowledge and skills. For example, pharmacists
must be able to negotiate with manufacturers for
supplemental rebates, which involves developing
pharmaco-economic analyses of drugs and
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Health Services attributes
its inability to attract
qualified pharmacists
partially to the disparity
between the salaries

it can offer and those
offered in the private
sector.

strategies—that is, examining the clinical and economic impact
of pharmaceuticals. Because of these unique duties, Health
Services believes that its pharmacist applicants must possess

a high level of knowledge and experience in all aspects of the
pharmaceutical industry. Health Services attributes its inability
to attract qualified pharmacists to the disparity between the
salaries it can offer and those offered in the private sector,
coupled with a shortage of pharmacists in the State. In fact, the
Aggregate Demand Index, a monthly report of the difficulty in
filling open pharmacist positions across the United States, found
that the states with the highest unmet demand for pharmacists
from August 1999 through July 2001 were California, lowa,
Kentucky, Minnesota, and Wisconsin.

Despite the reported shortage of pharmacists in the State, we
believe that Health Services should broaden its recruitment
efforts. Specifically, according to Health Services, its efforts

to advertise open positions have consisted of sending more
than 4,000 notices to licensed pharmacists in the counties
surrounding Sacramento. Although EDS has yet to hire the five
pharmacists approved under its contract with Health Services,
in its status report to Health Services dated February 7, 2003,
EDS requested approval to pursue the following options to
increase its recruitment efforts: broaden its advertising beyond
the counties of Sacramento and San Joaquin to all of California,
further expand its efforts to include other states, and advertise in
pharmacy periodicals. Health Services approved the expansion of
recruitment efforts statewide by allowing EDS to send postcards to
all licensed pharmacists advertising its vacant positions. EDS also
received approval to advertise the vacant positions on a Web site.
Health Services can also benefit from using these methods itself to
hire pharmacists for the 13 unfilled positions.

Our review found that generally the salaries for Health Services’
Pharmaceutical Consultant II, Specialist, classification—the highest
nonsupervisory classification—were significantly lower than the
salaries of pharmacists hired by the University of California and
various cities and counties throughout California. For example,

the University of California San Francisco Medical Center pays
its highest-level nonsupervisory pharmacists a maximum of
$10,075 per month. This salary is 52 percent more than the

top salary Health Services pays a Pharmaceutical Consultant II,
Specialist, which will increase from $6,323 per month to $6,639 on
July 1, 2003. Additionally, preliminary data from a December 2002
survey conducted by the Department of Personnel Administration
shows that the base amount for the average salary for journey-level

18
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_________________________
If Health Services filled
all 16 of its approved
pharmacist positions at
the higher salary level
in its reclassification
proposal, the General
Fund would pay an
additional $165,000
annually.

pharmacists in the private sector was $7,390 per month, or almost
36 percent higher than the average state salary of $5,439. Health
Services told us that before last year’s budget crisis, there was little
or no acknowledgment of the discrepancy between state and
private-sector salaries. Moreover, the budget crisis helped reinforce
the importance of Health Services’ need for enough staff to pursue
various cost-saving ideas.

Health Services Has Several Options It Can Pursue to Meet Its
Staffing Needs

To address its difficulties in attracting qualified pharmacists,
in August 2002, Health Services’ Medi-Cal Policy Division
submitted a proposal to Health Services’ personnel department for
reclassifying the pharmacist positions. Health Services submitted
the proposal to the Department of Personnel Administration

for its review and approval on March 25, 2003. The proposal
presents new pharmacist classifications with salaries that the
Medi-Cal Policy Division believes are commensurate with
the knowledge and skills needed to perform the duties of the
pharmaceutical unit. The Medi-Cal Policy Division also believes
that these new classifications will allow it to have the flexibility
to obtain qualified pharmacists in a highly competitive job
market. For example, the proposal includes suggested salaries
that are equivalent to those generally offered to pharmacists with
comparable experience and duties at the University of California
San Francisco Medical Center. Further, Health Services’ Medi-Cal
Policy Division indicates that this reclassification will result
in salaries that will more closely approximate the salaries and
benefits offered to pharmacists in similar positions in the private
sector. Seeking additional recruitment incentives, Health Services
submitted a request on April 4, 2003, for a $2,000 per month
recruitment and retention pay differential for pharmacists in its
Medi-Cal Policy Division.

Federal regulations require the federal Centers for Medicare
and Medicaid Services (center) to reimburse Health Services
75 percent of the salaries of professionals who use their medical
knowledge and skills to directly administer the federal Medicaid
program. For example, if Health Services filled all its 16 approved
Pharmaceutical Consultant II, Specialist, positions at the higher
salary level included in its reclassification proposal, the State’s
General Fund would pay an additional $165,000 annually. Thus,
any increase in pharmacists’ salaries should not significantly
increase the State’s General Fund expenditures.
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Other options are available
for Health Services to
address its inability to

hire pharmacists such as
reassigning general duties
to a nonpharmacist
position and using interns
from a pharmacy school.

Besides increasing its staff and seeking a recruitment and
retention pay differential, Health Services can take other actions
to accomplish its required tasks and generate savings. Our
review of the job descriptions for the pharmacist classifications
found that some tasks appear to be less technical than others
and may not require the expertise of a pharmacist. For example,
one responsibility of the pharmacist—analyzing changes to
state and federal laws, regulations, and policies that might affect
Medi-Cal—is similar to a task that incumbents in the Associate
Governmental Program Analyst classification are required to
perform. Therefore, Health Services might be able to reassign
general duties such as this to a nonpharmacist position that
requires a lesser level of expertise and might be easier to fill.

Health Services agrees that it should pursue other approaches
to attempt to meet its staffing needs. For example, Health
Services recognized the potential for using a nonpharmacist to
manage its enteral formulae benefit, and it reclassified a vacant
pharmacist position to a public health nutritional consultant
position. Health Services told us that this shift in duties will
allow its pharmacists to focus on other responsibilities, such

as prescription drugs and contracting issues. According to
Health Services, it also plans to reevaluate the pharmacist
duties and try to carve out those that could be performed by
other classifications such as program and research analysts.
However, Health Services does not believe this approach would
significantly reduce the number of additional pharmacists

it needs. Further, Health Services points out that the
nonprofessional classifications have a federal reimbursement
rate of 50 percent, 25 percent lower than the professional
classifications, which may have a greater impact on the
General Fund. Until Health Services reevaluates the duties of
its pharmacist, it cannot determine the appropriate mix of
pharmacist and nonpharmacist positions needed to meet its
federal and state obligations or any impact the mix may have on
the State’s General Fund.

Another option available to Health Services is to use interns from a
pharmacy school, such as the University of the Pacific in Stockton,
to assist its pharmacists in performing some of their duties. In
response to our survey, for example, Minnesota indicated that
it uses students from the University of Minnesota’s College of
Pharmacy to assist its staff in performing analyses related to the
use of drugs in its Medicaid population. According to Health
Services, the dean of the University of the Pacific’s pharmacy
school has expressed interest in developing an internship
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_________________________
According to Health
Services, it does not use a
pharmacy benefit manager
because its attempt to do
so in 1994 was rejected by
the Legislature.

program with Health Services. Currently, however, neither Health
Services nor the University of the Pacific has taken any steps toward
developing a program.

Finally, another option available to Health Services is to use

a pharmacy benefit manager (PBM) to provide or arrange for
outpatient prescription drugs for its Medi-Cal beneficiaries. A
PBM is a company that administers drug benefit programs for
employers and health insurance carriers. A PBM develops and
manages pharmacy networks by recruiting and credentialing
pharmacies, negotiating discounts on drug prices, monitoring
pharmacies for quality and customer services, auditing to
prevent fraud and abuse, and providing technical support and
training to pharmacists and pharmacies. It can also provide
other services such as claims processing and adjudication,
disease management, drug utilization reviews, drug list
development and management, and prior authorization. In fact,
seven of the 17 states responding to our survey indicated that
they use PBMs to perform a variety of services for their Medicaid
Fee-for-Service systems. For example, North Carolina uses a PBM
to administer its prior-authorization program, and Colorado
uses its PBM to process claims. South Carolina uses a PBM to
establish the maximum allowable cost for its drug list, perform
on-line adjudication of pharmacy claims, and administer its
prior-authorization program. Kentucky uses a PBM for its
second-level prior-authorization review and to conduct drug list
reviews for its Pharmacy and Therapeutics Advisory Committee.
Kentucky was the only state of the seven that indicated it
achieves cost savings of roughly $80 million by using a PBM.

Although Health Services does not use a PBM, it does contract
with a fiscal intermediary, EDS, to perform functions such as
processing and adjudicating on-line pharmacy claims, invoicing
federal and state supplemental rebates, and processing treatment
authorization requests. In 1994, Health Services developed

a proposal to grant a PBM the responsibility of providing
outpatient prescription drugs to Medi-Cal beneficiaries under
the Fee-for-Service system. Under the proposal, the PBM would
define the prior-authorization program, the pharmacy network,
the reimbursement levels paid to pharmacies for the prescription
drugs, and dispensing fees. However, some pharmacists
expressed concerns about Health Services’ proposed use of a
PBM, stating their belief that because PBMs focus on reducing
costs, they routinely use restricted pharmacy networks and reduce
access to services. According to Health Services, it proposed
legislation, as part of the budget trailer bill, to allow it to contract

California State Auditor Report 2002-118 21



_________________________
If Health Services were

to use a PBM, it might
not be able to verify

that it is receiving the
lowest net cost for drugs
purchased.

with a PBM; however, the Legislature rejected its proposal.
Consequently, without legislative authority, Health Services
could not move forward on its proposal to contract with a PBM.

Another reason that using a PBM may not be an appropriate
option for Health Services is that it may lose some control in
monitoring the net cost> of Medi-Cal drugs. For example, the
United States General Accounting Office (GAO) issued a report
in January 2003 that reviewed the use of three PBMs by the
Federal Employees’ Health Benefits Program. The GAO found
that, based on the total business these PBMs conducted with a
particular drug manufacturer, a large portion of their earnings
comes from rebates and other payments they receive from

drug manufacturers. However, the GAO noted that the PBMs
would not disclose the actual amounts of these rebates and
payments because they are proprietary. The California Public
Employees’ Retirement System (CalPERS) also contracts with a
PBM to manage the prescription drug program for its self-funded
health plans, PERSCare and PERS Choice. CalPERS’ prior PBM
provided numerous services, including maintaining a network
of participating retail pharmacies, providing a mail service for
prescription drugs, and establishing a preferred prescription drug
list. CalPERS’ prior PBM was one of the three PBMs reviewed by
the GAO that considers the rebate contracts it has negotiated with
drug manufacturers to be proprietary information. Therefore,
CalPERS also does not have access to the rebates its prior

PBM received based on its total business conducted with drug
manufacturers. If all PBMs consider their rebate information
proprietary, Health Services would no longer be able to verify
that it is receiving the lowest net cost for the drugs purchased for
beneficiaries of the Medi-Cal Fee-for-Service system.

HEALTH SERVICES’ STAFF ARE UNABLE TO PROMPTLY
PERFORM DRUG REVIEWS THAT COULD YIELD SAVINGS

Over the last several years, it has taken Health Services as

long as, and in a few instances longer than, two years to
review new drugs before adding them to its drug list. As part

of its review of new drugs, Health Services negotiates with
drug manufacturers for state supplemental rebates. Delays in
finalizing its negotiations for the supplemental rebates could
result in Health Services paying higher prices for the new drugs
than it otherwise would pay. Furthermore, Health Services has

5 For purposes of our report, net cost refers to the cost after reducing the drug ingredient
cost by any applicable rebates.
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_________________________
Health Services took more
than the required 120 days
to complete reviews of
five priority drugs and
reviews of four other
priority drugs have been
pending completion for
more than 120 days.

only performed four therapeutic category reviews (TCRs) of the
113 classifications currently included on the drug list during the
last five years. A TCR assesses the cost-effectiveness of all drugs
within a therapeutic or chemical drug classification. By failing to
subject the drugs included in 109 of the classifications to TCRs,
Health Services may not be receiving the best prices for those drugs.

Health Services Does Not Complete Many Drug
Reviews Promptly

State law requires Health Services to review each new-drug
petition before adding the drug to the drug list, following the
criteria of safety, efficacy, essential need, misuse potential, and
cost. A new-drug petition occurs when Health Services receives
a request to include a new drug on the drug list from a drug
manufacturer, a physician, or a pharmacist; or Health Services
itself can initiate an addition to the drug list. To improve

its ability to monitor all new-drug petitions, Health Services
replaced its manual tracking system with an electronic database
during fiscal year 1999-2000.

The Medi-Cal Drug Contract Advisory Committee (committee)
is responsible for assisting the staff in the Medi-Cal Contracting
Section in making recommendations and decisions regarding
adding, deleting, or retaining drugs on the drug list. Health
Services’ procedures establish the following deadlines for
evaluating a petition for a drug: the committee must be notified
within 90 days of Health Services’ receiving a new-drug petition,
and the committee must submit its recommendations within

30 days of receiving notification; the entire process should take
no more than 120 days for a drug designated as priority.

Using Health Services’ electronic database, we identified
131 new-drug petitions received between October 1999 and
November 2002. Twenty-two of these new-drug petitions were
either withdrawn by the manufacturers or rejected by Health
Services. Figure 2 on the following page indicates that Health
Services took more than one year to complete 21 new-drug
reviews, and 17 reviews have been pending completion for more
than one year. Further, nine of the new-drug petitions had a
priority designation. However, Health Services took more than
the required 120 days to complete reviews of five priority drugs,
and reviews of the other four priority drugs have been pending
completion for more than 120 days. Health Services attributes
many of the delays in completing new-drug reviews to the
drug manufacturers’ lack of responsiveness and difficulties
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that arise during rebate negotiations. Another factor that
Health Services indicates has significantly contributed to delays is
its inability to hire pharmacists to perform the new-drug reviews.

FIGURE 2

Number of New-Drug Petitions

Health Services Has Taken Two Years to Complete Some

New-Drug Reviews for Petitions Received Between
October 1999 and November 2002
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6 months 1 year to 12 years 2 years
to 1 year 1Y2 years to 2 years

Month*

Source: Database used by Health Services to track new-drug petitions.

* To determine the number of months needed to complete reviews, we compared the
date that Health Services received the petition with the date that it added the drug to
the drug list. For drugs not yet added to the list, we compared the petition date with
December 31, 2002, the date we obtained the list.

Although Health Services has established some deadlines, it has
not established a deadline that addresses how long the entire
new-drug review process should take for drugs without a priority
designation. Our review of federal and state laws, regulations, or
guidelines did not find any restrictions on the length of time it
can take to perform new-drug reviews. Health Services believes a
reasonable time frame to conclude a new-drug review is roughly
four to eight months. However, as Figure 2 indicates, Health
Services is unable to complete some new-drug reviews within
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Health Services has only
performed four therapeutic
category reviews of the
113 classifications currently
included on the drug list
during the last five years.

this time frame. Further, its procedures do not identify the steps
staff should follow when a manufacturer is unresponsive to
staff’s questions or requests, which increases the likelihood of
delays in completing the new-drug review.

By not completing its new drug-reviews within a shorter time
frame, Health Services may be paying a higher price for the new
drugs until it finalizes the supplemental rebate contracts. For
example, to review one new-drug petition and add the drug to
the drug list, Health Services took one year and five months,
during which time Health Services reimbursed pharmacies for
about 3,930 prescriptions for the drug. In the first quarter after
completing its new-drug review and finalizing a supplemental
rebate contract with the manufacturer, Health Services collected
almost $118,000 in supplemental rebates for 1,966 prescriptions
for the drug. Our analysis does not take into consideration any
differences that may arise from the shift in utilization from
other drugs to the new drug. Nevertheless, for some portion of
the 3,930 prescriptions for which Health Services reimbursed
pharmacies before it finalized supplemental rebate contracts,
Health Services may have lost additional rebates it could have
collected if it had performed the required new-drug reviews
more promptly.

Health Services Could Further Reduce Costs by Completing
More Reviews of Entire Drug Categories

Health Services has further limited its ability to reduce costs by
not developing an annual schedule for the TCRs it is required
to perform for the 113 classes of drugs on the drug list. Initiated
by Health Services, a TCR entails reviewing all the drugs in one
therapeutic or chemical drug category included in the drug

list and negotiating supplemental rebate contracts for new or
existing drugs on the drug list that are in that category. Health
Services’ procedures require it to develop a TCR schedule
annually and make it available to the public on request. From
1998 to 2001, Health Services performed one TCR each year, but
in 2002, Health Services did not perform a TCR or even develop
a TCR schedule, as required. Health Services admits that,
compared to a new-drug review, a TCR targets more products

in a therapeutic category, whether on the drug list or not,

and typically results in a reduced number of drugs on the list.
However, without adequate pharmacy staff, Health Services says
it cannot complete these labor-intensive reviews and thus has
no reason to develop a schedule.
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Health Services chose to
renegotiate contracts
instead of performing
TCRs for the atypical
antipsychotics and

the nonsteroidal anti-
inflammatory drug
categories. Although
Health Services estimates
that its renegotiation
efforts will be sufficient

to cover the savings of
$19.5 million to the State’s
General Fund, it recognizes
that TCRs would generate
a greater level of cost
savings.

According to Health Services, a TCR can be an effective cost-
saving tool because it essentially eliminates the higher priced
drugs from the drug list. Typically, most drugs in a category

are comparable in efficacy, safety, essential need, and misuse
potential. Therefore, the major factor in determining whether
the drug is retained on the drug list becomes its cost. For
example, Health Services reported in its November 2002 budget
estimate that by performing TCRs of the drugs included in the
categories of atypical antipsychotics and nonsteroidal anti-
inflammatory drugs, it could achieve cost savings of almost

$39 million in fiscal year 2002-03 and more than $46 million
in fiscal year 2003-04. This represents an overall cost savings to
the General Fund of $42.5 million for the two years, assuming
that 50 percent of any savings Health Services receives as a result
of performing the TCRs will go to the federal government. In
addition, Health Services told us that it would like to perform

a TCR of the category of angiotensin converting enzyme
inhibitors, which are drugs that prevent recurring heart attacks.
However, according to Health Services, it has yet to perform
any of these TCRs because under its current staffing situation,
it is unable to do so. However, if it does so, Health Services can
achieve additional savings that might occur by performing TCRs
for other categories.

Health Services has chosen to renegotiate contracts with
manufacturers rather than conducting TCRs for the atypical
antipsychotics and nonsteroidal anti-inflammatory drug
categories. Health Services estimates that its renegotiation efforts
will be sufficient to cover the savings of $19.5 million to the
State’s General Fund reported in its November 2002 budget
estimate. However, Health Services recognizes that TCRs would
generate a greater level of cost savings than renegotiating the
supplemental rebate contracts of a few drugs. Thus, it is missing
opportunities to generate additional savings for the State.

THE STATE IS RELYING ON OTHER COST-SAVING
STRATEGIES THAT MAY NOT BE FULLY REALIZED
OR MAY BE DELAYED

Health Services’ original budget for fiscal year 2002-03 included
certain cost savings totaling $127 million for pharmacy
benefits provided to Medi-Cal beneficiaries, as shown in
Table 1. However, by November 2002, when it began the
budget process for fiscal year 2003-04, Health Services had not
implemented some activities related to these cost savings and
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had to reduce the estimated savings to about $80 million for
fiscal year 2002-03. It estimated savings for fiscal year 2003-04
of $127 million. If realized, the savings over the two fiscal years
would translate into roughly $104 million for the State’s General
Fund. Independent of savings from the TCRs just discussed,
the cost savings Health Services cites in its budget estimates
come from rebate contracts with drug manufacturers and from
provisions in new legislation. However, because Health Services
has been unable to hire pharmacists, has not considered fully the
consequences of implementing some of the cost-saving activities
it has planned, and has presented unsupported or inaccurate
estimates, it may not fully achieve the added cost savings identified
in the November 2002 estimate, or the savings may be delayed.

TABLE 1

Health Services Revised Its Estimate of Cost Savings for Fiscal Year 2002-03
Because It Was Unable to Perform Some Planned Activities

(in Thousands)

Activity
Establish supplemental rebates with generic
drug manufacturers
Implement changes to its pharmacy reimbursement rates
Base the MAICT for generic drugs on wholesale selling price
Create a list of preferred prior-authorization drugs

Prohibit manufacturers from making retroactive
adjustments to federal and state rebates owed as
a result of revisions to their AMP¥ or best price

Aggressively pursue supplemental rebate contracts

Totals

July 2002 Estimate*
Fiscal Year 2002-03

November 2002 Estimate*

Fiscal Year 2002-03 Fiscal Year 2003-04

$ 53,455 $26,728 $ 53,455
20,000 10,000 20,000
10,000 8,333 10,000
10,000 8,333 10,000
14,000 11,665 14,000
20,000 15,000 20,000

$127,455 $80,059 $127,455

Source: Health Services’ estimate of its drug budget reductions for November 2002.

* The cost savings identified represent total federal and state cost savings; whereas, the savings to the State’s General Fund is

approximately 50 percent of these amounts.
T Maximum allowable ingredient cost

¥ Average Manufacturer Price

Generic drugs are comparable in dosage form, strength, route
of administration, quality, performance, characteristics, and
intended use to brand name drugs approved under the federal
Food and Drug Administration’s new drug application process.
Although in July 2000 it signed two supplemental rebate

California State Auditor Report 2002-118

27



contracts for generic drugs, Health Services has not routinely
established contracts with manufacturers of generic drugs
despite having clear authority to do so. In fact, the Legislature
has declared its intent that the list of contract drugs contain a
mix of brand name and generic drugs. Moreover, Health Services
has adopted regulations establishing the mechanism through
which it enters contracts for generic drugs in order to obtain

Health Services’ Three Predetermined
Reimbursement Rates

Estimated acquisition cost (EAC) is Health
Services’ best estimate of the price generally
and currently paid by pharmacies for a drug
product sold by a particular manufacturer or
principal labeler in a standard package. It can
be either of the following:

e The direct price listed by Health Services’
primary or secondary reference source
or the principal labeler’s catalogue for
11 specified pharmaceutical companies.
Effective December 1, 2002, the direct
price was eliminated from the EAC.

e The average wholesale price (AWP) minus
5 percent for all other drug products listed
in Health Services’ reference source. Effective
December 1, 2002, the EAC is the AWP
minus 10 percent. AWP is the price assigned
to the drug by its manufacturer and is
compiled by commercial organizations such
as First DataBank.

Federal upper limit (FUL) is established
by the federal Centers for Medicare and
Medicaid Services for multiple-source or
generic drugs. If an FUL has not been
established, payments must not exceed in
the aggregate the lower of the following:

e Estimated acquisition cost plus reasonable
dispensing fees

e Providers’ usual and customary charges to
the general public

Maximum allowable ingredient cost (MAIC)
is the price established by Health Services for
generic drugs using a reference product that
has been determined to be generally equivalent
in quality to those products used by physicians
throughout the State, and generally available
to pharmacies, through usual and customary
distribution channels, in sufficient quantities
to meet the needs of the Medi-Cal program.

refunds, rebates, guaranteed prices, or other
forms of preferential prices. We estimate that in
2002, Health Services collected approximately
$29,000 in supplemental rebates under these two
generic drug contracts. Despite such evidence
of savings, Health Services told us that it has
not aggressively pursued supplemental rebates
for generic drugs because of its inability to

hire pharmacists and the reluctance of generic
drug manufacturers to negotiate lower prices.
Yet, as shown in Table 1 on the previous page,
Health Services reported in its November 2002
estimate that it could achieve cost savings of
roughly $27 million and $53 million for fiscal
years 2002-03 and 2003-04, respectively, by
pursuing supplemental rebate contracts with
generic drug manufacturers. Because it must
return 50 percent of its supplemental rebates
to the federal government, Health Services
estimated cost savings of roughly $40 million to
the State’s General Fund for the two fiscal years.

Health Services’ cost-saving estimates are based

on the assumption that the supplemental rebates
resulting from the generic contracts would equal
approximately 7 percent of its total generic

drug expenditures and that generic drugs would
represent 20 percent of its total drug expenditures.
In addition, the estimates rely on Health Services’
ability to hire eight pharmacists, without whom
Health Services would not be able to pursue the
supplemental rebates from generic drug contracts
it assumed it would have. However, because of

the difficulties Health Services has experienced in
filling the 13 vacant pharmacist positions that were
approved for fiscal years 2001-02 and 2002-03, we
question whether Health Services will achieve the
savings it estimated for negotiating contracts with
manufacturers of generic drugs.
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_________________________
With net savings
of $6 million in
December 2002
alone, Health Services’
proposal to change
the calculation of one
of its predetermined
reimbursement rates—
the estimated acquisition
cost—may prove to be
the most successful in
achieving savings.

Health Services may be successful in achieving savings

that result from changes it developed for one of its three
predetermined pharmacy reimbursement rates. Specifically,

a trailer bill to the budget act for fiscal year 2002-03,

Assembly Bill 442 (AB 442), changes the calculation for the
estimated acquisition costs (EACs) that Health Services will use
to reimburse pharmacies. Before November 30, 2002, if direct
prices for 11 specified manufacturers were not available, Health
Services set the EAC at the average wholesale price (AWP) minus
5 percent, using data it obtained from its primary reference
source, First DataBank. However, based on AB 442, Health Services
eliminated the direct-price option and set the EAC at the AWP
minus 10 percent, effective December 1, 2002. As part of cost-
saving proposals for the fiscal year 2002-03 budget, Health
Services reported in its November 2002 estimate that this change
would save $10 million and $20 million in fiscal years 2002-03
and 2003-04, respectively, or a total of $15 million in savings

to the State’s General Fund for the two years. Health Services
implemented the new EAC by first notifying all pharmacies as
required and then requesting EDS to update its automated claims
processing system. Health Services’ analysis of the effect of this
change on the month of December 2002 shows that it had net
savings of approximately $6 million. If Health Services continues
to have the same level of drug utilization for the subsequent six
months, it will ultimately achieve savings of $42 million for fiscal
year 2002-03 alone yielding a total of $21 million to the State’s
General Fund instead of $5 million.

However, Health Services may not be as successful in complying
with another change in the trailer bill that requires it to base
the maximum allowable ingredient cost (MAIC) on the mean of
the wholesale selling price of a generic drug from selected major
wholesale distributors. The MAIC is the price set by Health
Services for a generic drug. State law defines the wholesale
selling price as the price, including discounts and rebates, paid
by a pharmacy to a wholesale drug distributor for a drug. Before
passage of the recent state law, Health Services chose to base the
MAIC on the AWP, and it continues to use this basis until it can
fully implement this provision of AB 442.

Over the last several years—and most recently, in September 2002—
the Office of the Inspector General (OIG) in the federal
Department of Health and Human Services has issued a number
of reports analyzing the actual acquisition costs to pharmacies

for drugs reimbursed by the Medicaid program. Because most
states, including California, use the AWP minus a percentage
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Health Services plans to
obtain pricing data from
wholesalers to develop
the new reimbursement
rate for generic drugs,
but it has not asked
wholesalers if they would
be willing to share this
data, and state law does
not require them to do so.

discount as the basis for determining their pharmacy reimbursing
rates, the OIG compared average wholesale prices with the actual
acquisition costs of a sample of pharmacies. The September 2002
report showed that pharmacies purchase drugs costing between
17.2 percent below the AWP for brand name drugs and

72.1 percent below the AWP for generic drugs. As a result, the OIG
concluded that the current methods used by states to reimburse
pharmacies using a single-percentage discount does not
adequately consider the large difference in discounts between
brands and generics. By establishing the wholesale selling price,
Health Services will pay a pharmacy a price for generic drugs
that more closely reflects the pharmacy’s actual acquisition cost.

According to Health Services, it plans to ask selected wholesalers
in California to report to it their wholesale selling prices for
generic drugs. Health Services intends to use the reported
wholesale selling price plus an appropriate markup to reimburse
pharmacies for each drug ingredient cost. Health Services
reported in its November 2002 estimate that, once implemented,
this new reimbursement method will provide cost savings of
roughly $8 million and $10 million for fiscal years 2002-03

and 2003-04, respectively, or a total of $9 million in savings

to the State’s General Fund over the two fiscal years. Again, we
question whether Health Services will achieve these cost savings
for several reasons. First, Health Services’ plan for implementing
the new reimbursement method points out that it needs to make
a key decision as to what constitutes an appropriate markup,
and it has not yet done so. Second, the plan does not address
what action it will take if wholesalers are unwilling to share their
pricing data. Third, state law does not contain any requirement
compelling wholesalers to provide their wholesale selling prices
to Health Services. Fourth, as discussed in an earlier section of
this chapter, EDS has yet to hire a pharmacist to undertake the
responsibility for implementing the new method.

When it developed the new reimbursement method, Health
Services did not obtain any written assurances from wholesalers
that they would be willing to provide the information.
According to Health Services, it did not believe such
confirmation was necessary because, given the magnitude of
Medi-Cal’s market share, there seemed no reason for wholesalers
to be unwilling to report their wholesale selling prices. However,
to recommend a significant change to existing policy without
considering fully all the potential consequences, is imprudent
and could delay the State’s ability to achieve savings if
wholesalers refuse to provide the necessary information.
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Pharmacists must take
extra steps to justfy
reimbursement for
drugs neither on the
drug list nor the sublist
of preferred prior-
authorization drugs.
However, because it
lacks the pharmacists

it needs to create the
sublist, we question
whether it can achieve the
$9 million General Fund
savings it attributed to
the sublist for fiscal years
2002-03 and 2003-04.

Another cost-saving activity that AB 442 requires Health Services
to perform is creating a subset of the existing drug list—a
preferred prior-authorization drug list (sublist). Health Services’
drug list is a list of preferred drugs that a physician can prescribe
and for which a pharmacy can seek reimbursement without first
obtaining approval from Health Services through its treatment
authorization request (TAR) process. Although pharmacists

will still have to submit TARs and provide justification for
prescribing drugs not included on the drug list, it will require
pharmacists to take even greater steps to justify and document
reasons for selecting a drug that is not included on the sublist.
According to Health Services, the sublist will contain drugs

that were deleted from the drug list or were not approved for
addition to the drug list. A manufacturer of such a drug would
approach Health Services, or Health Services would approach
the manufacturer, indicating interest in placing the drug on

the sublist. Health Services would then evaluate the drug using
the same five criteria it follows when adding a new drug to the
list—including the cost of the drug, which is partially driven by
the willingness of the manufacturer to negotiate a supplemental
rebate contract.

Health Services reported in its November 2002 estimate

that implementing the sublist would result in cost savings of
roughly $8 million and $10 million for fiscal years 2002-03

and 2003-04, respectively, or a total of $9 million in savings to
the State’s General Fund for the two fiscal years. However, we
question the necessity of a sublist given the additional workload
this process would create. Specifically, Health Services’ proposal
might require it to re-review drugs it has already subjected to the
new-drug review process (see pages 23 to 25 for a description of
this process). The increased workload to implement the sublist
would further overburden a staff already unable to complete
their required tasks, as evidenced by the fact that Health Services
was unable to complete its review of nine new-drug petitions
with priority designations within the required 120 days between
October 1999 and November 2002. Finally, according to Health
Services, its original cost-saving estimates were based on a cursory
review of drug utilization by private third-party payers; however,
Health Services was not able to provide us with the documents
to support its review. Therefore, we cannot verify the accuracy of
the estimate or determine whether the savings exceed the costs
associated with the increase in Health Services’ workload.
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_________________________
Health Services is unable
to support cost savings
of $17.5 million to the
State’s General Fund
relating to its aggressive
pursuit of supplemental
rebate contracts.
Moreover, it does not
believe it can generate
any additional savings.

AB 442 also added language that prohibits manufacturers from
making retroactive adjustments to federal and state rebates owed
as a result of revisions to their best prices or average manufacturer
price (AMP)—the average prices paid by wholesalers for drugs
distributed to the retail class of trade, which is reported to the
federal government by manufacturers. Currently, federal law
requires drug manufacturers to pay rebates based on their AMP
and best price data, but the federal rebate agreement allows
manufacturers to make adjustments to their AMPs or best
prices. For Medi-Cal, these adjustments can affect payments
manufacturers made in prior quarters for not only the federal
rebates but also state supplemental rebates, which are often
based on AMPs. Health Services told us that this has resulted in
California having to pay back rebates or provide manufacturers
with credits toward future rebate payments. By prohibiting
manufacturers from retroactively adjusting federal and state
rebates owed, Health Services reported in its November 2002
estimate that it could achieve cost savings of about $12 million
and $14 million for fiscal years 2002-03 and 2003-04,
respectively, or $13 million in savings to the State’s General
Fund for the two fiscal years.

Health Services has begun the process of incorporating the
language from this legislation into its boilerplate contract for
supplemental rebates. However, before proposing this legislative
change, Health Services should have obtained federal approval
to allow it to prohibit manufacturers from making retroactive
adjustments to the federal rebates they owe based on revisions
to their AMPs or best prices. According to Health Services, it
anticipates that when it eventually refuses to make retroactive
changes to the federal rebates, manufacturers will protest
because their agreements with the federal government allow
them to make adjustments. Therefore, Health Services indicated
that ultimately it might need to seek a revision to state law

to exclude federal rebates. Although state law will protect the
State’s supplemental rebate portion of the cost savings, if Health
Services does not receive or further delays obtaining federal
approval, it is unlikely the full savings related to protecting the
federal rebates can be achieved.

Finally, Health Services is unable to support the cost savings it
estimated in November 2002, totaling approximately $15 million
and $20 million during fiscal years 2002-03 and 2003-04,
respectively, by more aggressively pursuing supplemental rebate
contracts. This represents cost savings of $17.5 million to the State’s
General Fund for the two fiscal years. Health Services told us that
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these estimates relate to one of its earlier cost-saving proposals
that the Legislature did not approve. Specifically, Health Services
told us that the Legislature rejected its proposal but did not want
to restore the savings associated with the proposal. Instead, the
Legislature required Health Services to achieve the savings by more
aggressively pursuing supplemental rebate contracts. According

to Health Services, it advised the Legislature that it was already
aggressive in pursuing supplemental rebate contracts and did not
believe it could generate any additional savings.

HEALTH SERVICES JUST RECENTLY BEGAN WORKING
WITH MANUFACTURERS TO RECONCILE FEDERAL
AND STATE REBATES

As of April 1, 2003, Health Services’ records reflect that it
received approximately $216 million less in federal and state
supplemental rebates than the $3.4 billion it actually invoiced
manufacturers between January 1991 and September 30, 2001, and
it is just beginning to work with manufacturers to reconcile this
difference. Specifically, although it implemented a new invoicing
system in February 2002, it was not until February 1, 2003, when it
hired four staff members, that it started to work with manufacturers
to resolve disputed invoices. Yet, in its proposed budget for fiscal
year 2002-03, Health Services estimated that by working with the
manufacturers to resolve disputed rebates, it could achieve cost

Medi-Cal Utilization Information
Submitted Quarterly to Manufacturers

e An 11-digit National Drug Code
(NDC) maintained by the federal
Food and Drug Administration (FDA).

e Product name registered with the FDA.

e Units paid for by NDC number.

e Rebate amount per unit, total units
reimbursed, and rebate amount claimed.

e Number of prescriptions.

e Total amount reimbursed by the State.

savings of almost $7 million and $14 million for
fiscal years 2002-03 and 2003-04, respectively, or a
total of $10.5 million in savings to the State’s General
Fund over two years.

EDS submits quarterly invoices to pharmaceutical
manufacturers, reflecting Medi-Cal utilization
information based on pharmacy claims reimbursed
by Health Services. The manufacturers are
responsible for calculating the rebate and remitting
payments for both federal and state supplemental
rebates to Health Services. When a manufacturer
does not agree with Health Services’ utilization
information, it can dispute the amount of the
rebate. This places a portion of Health Services’
rebate on hold until it can resolve the dispute with
the manufacturer.

California State Auditor Report 2002-118

33



_________________________
In March 1996, we
estimated that Health
Services had not collected
roughly $40 million in
supplemental rebates
owed to the State and
federal governments.

As of April 1, 2003, this
amount has grown to
$216 million.

In a March 1996 audit, we reported that although Health
Services prepared invoices specifically for supplemental rebates,
the invoices did not specify the amounts the manufacturers
owed. Rather, the invoices instructed manufacturers to
calculate and submit required supplemental rebates along

with the federal rebate payments. We further reported that
Health Services had failed to monitor and track supplemental
rebate payments. We estimated that Health Services had not
collected roughly $40 million in supplemental rebates owed

to the State and the federal government. Although Health
Services was not convinced of the accuracy of our estimate,
deficiencies in its payment tracking system prevented Health
Services from providing an alternative amount. Nevertheless,
we recommended that Health Services calculate a dollar
amount for the supplemental rebate on each invoice it sends a
manufacturer, verify the accuracy of the payments, and track
manufacturers who owe rebates. Although Health Services has
taken some actions to address our earlier recommendations,
we found that it is still working toward implementing them.
For example, in February 2002, Health Services implemented
the Rebate Accounting and Information System (RAIS) through
its contract with EDS. Using the RAIS, Health Services can
now automatically bill and track the collection of federal
and state supplemental rebates due from manufacturers.
However, according to Health Services, it is still working toward
reconciling long-outstanding rebates that have been disputed
by manufacturers and is refining RAIS to provide accurate
aging data and calculations for interest on amounts owed by
manufacturers. Federal and state laws require manufacturers not
only to pay rebates but also to pay any applicable interest on
late rebate payments.

Before implementation of the RAIS, Health Services’ records
indicated that it had received roughly $216 million less in
federal and state supplemental rebates than the $3.4 billion

it invoiced manufacturers between January 1991 and
September 30, 2001. Since it began using the RAIS, Health Services
has billed manufacturers $1.1 billion as of March 2003, for the five
quarters beginning October 1, 2001, through December 31, 2002.
Health Services was unable to provide us with information that
would allow us to accurately calculate the amounts outstanding
because of its inability to obtain timely AMP data from some of the
manufacturers and federal rebate data. Similar to the older disputed
amounts, these more recent invoices may also include disputed
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I
Health Services does not
expect to achieve budget
savings of $3.5 million for
the State’s General Fund
in fiscal year 2002-03
due to its late start in
hiring staff to resolve
drug rebate disputes.

amounts that Health Services will need to eventually resolve,
such as adjustments to AMP and rebate data and the pharmacies
overstatement of the quantity of drugs they dispense.

State law requires that Health Services and manufacturers
cooperate and make every effort to resolve rebate payment
disputes within 90 days of the manufacturers’ notifying Health
Services of a dispute in the calculation of rebate payments.
According to Health Services, it has not met the 90-day
requirement because it has never had sufficient staff to do so.
Health Services told us that between fiscal years 1996-97 and
2001-02, roughly four staff assigned the task of resolving disputes
were redirected to other tasks such as assisting EDS with the
implementation of the RAIS. Since our March 1996 audit, we
found that Health Services had requested up to six additional staff
to resolve drug rebate disputes in almost every subsequent fiscal
year. However, Health Services’ requests were not approved until
recently when, during the fiscal year 2002-03 budget process,
it received approval for four additional staff to perform this
function. As of February 2003, Health Services had filled all
four positions and intends to resolve disputes within 90 days.
By working with the manufacturers to resolve rebate disputes,
Health Services had expected to achieve estimated cost savings of
almost $7 million and $14 million for fiscal years 2002-03 and
2003-04, respectively, or a total of $10.5 million in savings to the
State’s General Fund over the two years. However, due to the late
start in hiring staff caused by the delayed state budget, Health
Services’ progress has been slow. As of March 2003, statf were still
just beginning to work on resolving disputes with manufacturers
and had completed only one dispute analysis and have begun to
work on completing dispute analyses for other manufacturers.

As a result, Health Services does not expect to achieve the budget
savings of $3.5 million for the State’s General Fund identified for
fiscal year 2002-03.

HEALTH SERVICES’ AIDS DRUG ASSISTANCE PROGRAM
HAS NOT TAKEN ADVANTAGE OF THE NEW AUTOMATED
BILLING AND TRACKING SYSTEM

Unlike Health Services’ Medi-Cal drug program, the AIDS Drug
Assistance Program (ADAP) does not have access to certain federal
data that would enable it to calculate and bill correctly the federal
rebate payments owed by manufacturers. Instead, the ADAP relies
on manufacturers to calculate and remit the correct amounts and
thus cannot ensure that it has received the full rebate amounts.
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ADAP does not have

a method to identify
whether it receives the
correct unit rebate
amount. For one drug,
we found that the ADAP
received a rebate for one
quarter that was almost
$125,000 less than what
it would have received
using Medi-Cal’s unit
rebate amount data.

In 1998, the federal Health Care Financing Administration,
now called the Centers for Medicare and Medicaid Services
(center), published a federal register notice that provided the
ADAPs in all states with an option to receive the same federal
rebates as the Medicaid program and to encourage ADAPs

to emulate the Medicaid model. To bill drug manufacturers

for federal rebates, the ADAP first has the pharmacy benefit
manager with which it has a contract verify and process all
claims for drugs dispensed by local participating pharmacies.
Then, the ADAP submits the claims to the drug manufacturers
and bills them for federal rebates based on estimated unit rebate
amounts. The manufacturers send the rebates to the ADAP,
usually including the actual unit rebate amounts they used to
calculate the federal rebate owed. Without access to actual unit
rebate amounts, the ADAP cannot accurately calculate and bill
the federal rebates due from manufacturers. Moreover, when the
ADAP ultimately receives federal rebates from manufacturers, it
cannot verify whether the amounts are correct.

The unit rebate amount is based on confidential pricing
information that every participating drug manufacturer is required
by law to submit to the center for purposes of administering the
federal Medicaid Drug Rebate program. The center, in turn, uses
the confidential pricing data to compute the unit rebate amounts
that state Medicaid programs, like Medi-Cal, can apply to their
utilization data and use in preparing quarterly invoices for the
federal rebates that manufacturers owe them. For the Medi-Cal
program, the center provides the unit rebate amounts directly to
Health Services’ fiscal intermediary, EDS, on tapes to update the
RAIS on a quarterly basis. The ADAP, however, does not receive
unit rebate amount information from the center and must use
estimated unit rebate amounts.

Our comparison of the federal rebates received by the ADAP
with those received by Medi-Cal for nine of 67 drugs we
reviewed found that the ADAP’s federal rebates were lower, even
though the amounts should have been the same. For example,
for one drug, the ADAP received a rebate of $436,800 for one
quarter, nearly $125,000 less than the $561,700 it would have
received using Medi-Cal’s unit rebate amount data for that

drug for the same quarter. Additionally, we found that one
manufacturer did not send the ADAP data identifying the unit
rebate amounts for three drugs. As a result, we were unable to
compare the unit rebate amounts received by the ADAP for these
drugs with Medi-Cal’s data.
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Because the ADAP
does not prepare its
invoices promptly, it is
delaying the collection
of rebates due to the
State. Consequently, the
State does not have use
of those funds for other
commitments and is not
maximizing the amount
of interest it could collect.

According to the ADAP, it does not have a method to identity
whether it receives the correct unit rebate amounts. The ADAP
also does not use an automated system to track the billing

and collection of manufacturers’ federal rebates. Without an
effective accounting system, the ADAP cannot ensure that it
submits invoices to manufacturers and receives their federal
rebate payments promptly. For example, we found that

the ADAP did not send 14 invoices totaling $2.9 million to
manufacturers for the first quarter of 2002 (January through
March) until October 18, 2002, or more than six months after
the completion of the quarter. The ADAP told us that it takes
them several months to prepare invoices for a number of
reasons, including the desire to wait a sufficient amount of time
to incorporate any credits that may result from past invoices.
The State Administrative Manual requires state agencies to
promptly invoice for amounts due to the State to maximize cash
flow and subsequent interest earnings. Because the ADAP does
not prepare its invoices promptly, it is delaying the collection
of rebates due to the State. Consequently, the State does not
have the use of those funds for other commitments and is not
maximizing the amount of interest it would otherwise collect
by depositing the rebates earlier. Additionally, we suggest that
it would be prudent for the ADAP to assess and collect interest
from manufacturers that do not remit their rebates promptly

as does the Medi-Cal program. This recommendation is in line
with federal guidelines that encourage all ADAPs to emulate the
Medicaid rebate model, which includes a process to assess and
collect interest from manufacturers when they delay submitting
federal rebates.

We believe that it would benefit the ADAP to take advantage of
Health Services’ RAIS to invoice drug manufacturers and, when
the RAIS achieves its projected capability, to calculate interest on
amounts owed by manufacturers when they delay in submitting
federal rebate payments. In fact, in a letter dated January 2001,
the director of the center urged state Medicaid directors to work
with the ADAPs in their states to assist in the submission of
federal rebate claims to manufacturers within the requirements
of the drug pricing confidentiality provisions. The letter suggests
that the ADAP send its rebate claim forms with the number of
units of each drug dispensed on a quarterly basis to the Medicaid
agency to add the unit rebate amounts. The Medicaid agency,

on behalf of the ADAP, would submit the claim form to the
manufacturer for payment and verify that the ADAP receives the
full rebate amount due. Staff in Health Services’ contract services
unit told us that the RAIS could be modified to handle the ADAP
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rebate claims but that the unit would require funds for the
changes and the additional workload. However, according to
the center, several state Medicaid agencies already provide this
assistance to their ADAPs and do not find that it increases their
workloads significantly. For its part, the ADAP stated that it does
not have the resources to cover the cost of converting to the
RAIS, but the ADAP could use the savings that would result from
its staff no longer having to track its rebates manually to cover
these costs.

The ADAP expressed concern that using the RAIS could cause
the manufacturers to confuse its rebate data with Medi-Cal’s
data and delay the receipt of its rebates. To address this concern,
the ADAP could consult with its peers in other states to discover
how they avoid the problem. One approach might be to use
special designs or colors to distinguish the ADAP invoices from
Medi-Cal’s. The ADAP also believes that it can accomplish the
same goal by providing its rebate data to Medi-Cal quarterly

for verification. Then ADAP staff could calculate any additional
rebate amounts due from manufacturers, determine if it has
received these amounts, and send new invoices to manufacturers
that have outstanding rebates due. However, this approach does
not address our concern about the ADAP’s inability to promptly
invoice and collect amounts due to maximize the State’s cash
flow and subsequent interest earnings.

RECOMMENDATIONS

To improve its ability to realize potential cost savings for Medi-Cal,
Health Services should do the following:

¢ Broaden its recruitment efforts beyond the counties of
Sacramento and San Joaquin to all of California and advertise
in pharmacy periodicals. If necessary, it should seek the
appropriate approvals to expand its recruitment efforts
beyond California.

e Perform an analysis to identify the number of staff it needs
to meet its federal and state obligations. The analysis should
include a reevaluation of the duties assigned to the pharma-
cist’ classifications to identify those that could be performed
by nonpharmacist classifications. Further, it should quantify
the effect that using nonpharmacist staff has on its federal
reimbursements for personnel costs.
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e Research its ability to use the services of interns.

e Revise its procedures for performing new-drug reviews to
include a timeline for completing reviews and specific steps on
how staff should address manufacturers’ nonresponsiveness.

¢ Conduct the therapeutic category reviews specified in its
budget proposal for fiscal year 2002-03. Further, it should
develop and adhere to annual schedules for future reviews.

e Negotiate state supplemental rebate contracts with manufac-
turers of generic drugs, as the Legislature intended.

e Obtain written assurance from drug wholesalers that they will
provide their wholesale selling prices so that it can compute
the new MAIC for generic drugs. If the wholesalers are not
willing to provide this information, Health Services should
seek legislation to compel them to do so.

e Perform an analysis to support its proposal to create a preferred
prior-authorization list. The analysis should include an evalu-
ation of the impact this proposal has on its workload and
adequate documentation to support its estimated savings.

¢ Seek federal approval from the center to prohibit manufactur-
ers from making retroactive adjustments to federal rebates
owed as a result of revisions to their AMPs or best prices.

e FEvaluate periodically the number of staff needed to resolve
disputed rebates within 90 days.

It should also follow the center’s guidance and ensure that
the ADAP and Medi-Cal staff coordinate their activities for
obtaining federal rebates by using the RAIS for invoicing its
manufacturers. Furthermore, it should ensure that its ADAP
emulates the Medicaid model by seeking legislation to assess
and collect interest from manufacturers when they delay
submitting federal rebates. ®
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CHAPTER 2

Health Services Generally Incurs
Lower Net Costs for Brand Name
Drugs but Pays Pharmacies More
Than Do Some Other Entities

CHAPTER SUMMARY

Department of Health Services (Health Services), offers

pharmacy benefits to beneficiaries and uses a complex
method to reimburse its network of pharmacies. Although
Medicaid programs in some states either encourage or require
the substitution of generic drugs for brand name drugs, Health
Services restricts its reimbursement to the brand names for
eight drugs, without requiring treatment authorization requests
(TARs). Health Services allows Medi-Cal beneficiaries to use
these eight brand name drugs because it can obtain lower net
costs® for these drugs than for their generic counterparts, after
applying the federal and state supplemental rebates it receives
from the manufacturers.” In fact for six of these eight drugs,
we estimate that Medi-Cal saved more than $20 million in
calendar year 2002 by restricting utilization to the brand name
drug. However, for the other two drugs we found that the
net costs of the brand names were higher than those of the
generics because Health Services failed either to renegotiate
the contracts or to secure critical contract terms from the
manufacturer—errors that we estimate cost Medi-Cal roughly
$57,000 in calendar year 2002.

The Medical Assistance Program (Medi-Cal), under the

Generally, we also found that Health Services’ net costs for drugs
available through Medi-Cal were less than the net costs of drugs
available through the AIDS Drug Assistance Program (ADAP) and
the Department of General Services (General Services), which
procures drugs on behalf of other state departments such as the
departments of Corrections, Developmental Services, Mental
Health, and the Youth Authority. In both cases, the primary
factor that yields lower net costs for Medi-Cal is Health Services’
ability to obtain federal and state supplemental rebates.

6 For purposes of our report, net cost refers to the cost after reducing the drug ingredient
cost by any applicable rebates.

7 Definitions of brand and generic drugs can be found on page 44.
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Additionally, when we compared Health Services’ pharmacy
reimbursement rates with those of the states responding to

our survey, we found that Health Services’ rates were generally
higher. However, few of these states have actually negotiated
supplemental rebate contracts with manufacturers. Thus, Health
Services’ net costs for drugs may be lower. Additionally, at

least one state has taken an aggressive approach in collecting
copayments for services from beneficiaries by subtracting
copayments from the pharmacies’ reimbursements and placing
the responsibility on pharmacies to recover copayments. If
Health Services implemented a similar approach, it could save
Medi-Cal at least $20 million annually.

HEALTH SERVICES CONSIDERS THREE
PREDETERMINED RATES WHEN REIMBURSING
PHARMACIES UNDER MEDI-CAL

Health Services offers pharmacy benefits to beneficiaries in its
Medi-Cal program and uses a complex method to reimburse

its network of pharmacies. The amount it pays pharmacies
includes three components—reimbursement for each drug’s
ingredient cost, a dispensing fee, and a state-mandated
charge. For the drug’s ingredient cost, Health Services,
through its fiscal intermediary, Electronic Data Systems
Federal Corporation (EDS), reimburses pharmacies at one

of the three predetermined reimbursement rates: estimated
acquisition cost (EAC), federal upper limit (FUL), or maximum
allowable ingredient cost (MAIC). After evaluating the three
predetermined rates, Health Services compares the lowest of
the three rates to the usual and customary rate the pharmacies
charge the general public as required by state regulations, and
it reimburses the pharmacy whichever is lower. For detailed
descriptions of the predetermined rates, see the text box on
page 28. EDS periodically updates the predetermined rates in its
claims processing system, using information provided by Health
Services and its primary price reference source, First DataBank.

Although all drugs have an EAC, not all have an FUL or MAIC.
For example, during December 2002, Health Services reimbursed
for 17,937 drugs; 5,261 (29 percent) of these drugs had an FUL
and only 979 (5 percent) had an MAIC. Most often, the EAC
represented the lowest cost of the three predetermined rates.

Of the 17,937 drugs, 72 percent were reimbursed at the lowest
cost using the EAC, while only 1.5 percent of the drugs were
reimbursed at the lowest cost using the MAIC.
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_________________________
Of the 17 states
responding to our survey,
it appears that California
was one of the first states
to use a drug list and
drug rebates to contain
prescription drug costs.

In addition to receiving reimbursement for the drug’s ingredient
costs, the pharmacy receives a professional fee, more commonly
known as a dispensing fee, and is assessed a charge for each
prescription. Health Services reimburses the pharmacy a
dispensing fee of $4.05 for each prescription it fills for Medi-Cal
beneficiaries. Effective October 1, 2002, state law requires Health
Services to deduct an additional 50 cents per prescription

from all pharmacy reimbursement claims except for claims of
beneficiaries residing in nursing facilities, which are subject to a
deduction of only 10 cents per prescription.

HEALTH SERVICES HAS USED THE LIST OF CONTRACT
DRUGS AND DRUG REBATES FOR 10 YEARS TO
CONTAIN COSTS

Since 1992, state law has authorized Health Services to contract
with drug manufacturers for state supplemental rebates and to
maintain a list of these preferred drugs. By establishing the List
of Contract Drugs (drug list), the Legislature intended Health
Services to negotiate with drug manufacturers as aggressively as
necessary to achieve cost savings for Medi-Cal beneficiaries. The
drug list is a list of preferred drugs that a physician can prescribe
and for which a pharmacy can dispense and seek reimbursement
without first obtaining approval from Health Services through
the TAR process.

Health Services must balance its responsibilities of ensuring
beneficiaries access to a comprehensive range of prescription
drugs and containing costs. Specifically, federal law allows a
state to establish a formulary or, in California’s case, a drug
list, as long as it contains the covered outpatient drugs of
manufacturers that have entered agreements with the federal
government to provide rebates. Federal law also requires the
state to establish a prior-authorization program, which allows
beneficiaries to obtain drugs that have been excluded from the
drug list. To dispense and be reimbursed for a drug excluded
from the drug list, a pharmacist must obtain TAR approval
from Health Services. Additionally, state law requires Health
Services to use the drug list and contract negotiations with drug
manufacturers to ensure that Medi-Cal beneficiaries receive
prescription drugs that are both therapeutic and cost-effective.

Of the 17 states responding to our survey, only four indicated
that they have a preferred-drug list. However, one of the four
states, Kansas, stated it just implemented its preferred-drug list
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in December 2002, and Minnesota admitted to having only
one preferred drug on its list but planned to include preferred
drugs in four more categories by March 2003. Additionally,
only four states indicated that they receive rebates other than
the federal rebates received by all states, and three of the four
states implemented their supplemental rebate programs since
December 2002. Thus, of the 17 states responding to our survey,
it appears that California was one of the first states to use

these two techniques—a drug list and drug rebates—to contain
prescription drug costs.

HEALTH SERVICES PAYS LESS FOR CERTAIN BRAND
NAME DRUGS THAN IT DOES FOR THEIR GENERIC
COUNTERPARTS, BUT IT CAN IMPROVE ITS
CONTRACTING PROCESS

States use a variety of techniques to encourage the use of
generic drugs, which are typically cheaper than brand name
drugs. Two of the 17 states responding to our survey provide an
incentive to pharmacies to substitute generic drugs by awarding
the pharmacies a higher dispensing fee for filling prescriptions

Federal Definitions of the Brand
Name and Generic Drug Classifications

The federal Food and Drug Administration
(FDA) has two application processes for the
approval of prescription drugs.

Brand Name Drugs

The FDA uses its New Drug Application
(NDA) process as a vehicle through which
drug sponsors can formally propose their new
pharmaceuticals for sale and marketing in the
United States. The FDA refers to prescription
drugs approved under its NDA process as
innovator, pioneer, or brand name drugs.

Generic Drugs

The FDA uses its Abbreviated New Drug
Application process to expedite the availability
of less costly generic drugs. The sponsor of

a generic drug generally does not have to
establish the safety and effectiveness of the
drug. Instead, the sponsor must demonstrate
that its drug is comparable to a brand

name drug in dosage form, strength, route

of administration, quality, performance
characteristics, and intended use.

with generic drugs. Additionally, five states have
enacted legislation that prohibits the use of a
brand name drug when a generic substitute is
available, and eight states indicated that they work
with physicians to explain the advantages of using
generic products. For example, Texas contracts with
a third party to educate providers through letters
and on-site visits.

Although Health Services’ drug list contains both
generic and brand name drugs, it negotiates
supplemental rebates primarily with manufacturers
of brand name drugs. In some cases, federal and
state rebates Health Services receives are large
enough to reduce the net cost of a brand name
drug below the cost of a generic drug. When this
occurs, Health Services can add a code to the drug
list that restricts utilization to the brand name drug
and makes the generic drug available only through
the TAR process.

As of September 30, 2002, Health Services had
restricted the utilization of 12 drugs on the drug
list to the brand names. For four of these drugs,
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TABLE 2

there had either been no utilization of the generic drugs or
generics were not available during calendar year 2002. Table 2
shows that our review of the remaining eight drugs revealed that
for six drugs, the net costs paid by Health Services were actually
lower for the brand names than for the generics.

Net Costs for Brand Name Drugs With Restricted Utilization Were
Generally Less Than the Net Costs for the Generic Drugs

Generic Name*
Buspirone HCL, 5 mg
Fluoxitine HCL, 20 mg
Hydrochlorothiazide, 12.5 mg capsule
Lisinopril, 5 mg
Loxapine succinate, 25 mg
Metformin HCL, 500 mg
Quinidine gluconate, 324 mg
Sotalol HCL, 120 mg tabs

Drug With Lower

Net Cost
Therapeutic Description Brand Name  Generic
Antianxiety
Psychotherapeutic
Diuretic

Cardiovascular
Psychotherapeutic
Hypoglycemic
Cardiac

Autonomic v

Source: Department of Health Services’ Rebate Accounting and Information System.

v Indicates the Bureau of State Audits’ confirmation that the product has the lower net cost after applying rebates.

* Health Services’ drug list refers to all drugs, whether brand names or generics, by their generic name. When restricting utilization
to a particular manufacturer, it identifies the labeler by its unique five-digit labeler code.

For the items we reviewed, the State was generally able to achieve
substantial savings by restricting utilization to the brand name
drug. For example, for one of the drugs shown in Table 2, the
generic drug cost was $2.53 per unit, and the manufacturer paid
a federal rebate of .86 cents per unit, but Health Services did not
negotiate a state supplemental rebate.® As a result, Health Services’
net cost per unit was $2.52. However, for the same drug, the
brand name was $2.96 per unit and the manufacturer paid both
federal and state supplemental rebates of $1.019 and 67.1 cents
per unit, respectively. Therefore, Health Services’ net cost was
$1.27 per unit for the brand name drug, $1.25 less than the unit
price of the generic drug. In fact for six of the eight drugs, we
estimate that Medi-Cal saved more than $20 million in calendar
year 2002 by restricting utilization to the brand name drug.

8 Federal law prohibits us from disclosing data in a form that reveals the manufacturer or
prices charged by the manufacturer.
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For calendar year 2002
Health Services saved
more than $20 million
by restricting utilization
to brand names for six of
eight drugs we reviewed.

For two of the eight brand name drugs we reviewed, Health
Services did not restrict its beneficiaries’ utilization to the lower-
cost drugs. The contract negotiated with the manufactu