Table of Contents
Executive Summary ........................................................................................................3
I. Introduction .................................................................................................................7
A. Purpose of the Case Study ..............................................................................9
B. Study Methodology.........................................................................................9
C. Organization of the Case Study ....................................................................10
II. Background on Medicaid in Michigan...................................................................10
A. Shift to Managed Care ..................................................................................10
B. Mental Health Coverage in Michigan Medicaid...........................................11
C. Prescription Drug Cost Growth in Fee-For-Service Medicaid .....................12
III. Authorization of the Michigan Medicaid Pharmacy Changes...........................12
A. Passage of the Authorizing Legislation ........................................................13
B. The State’s Initial Proposal...........................................................................14
C. Legislature’s Approval of the State Proposal ...............................................15
IV. Selection and Implementation of the Michigan Pharmaceutical Product List.17
A. Establishment of the MPPL and Selection of “Best in Class” Drugs ...........17
B. Negotiation of Supplemental Rebates with Manufacturers ..........................18
C. Attaining Prior Authorization for Drugs Excluded from the MPPL.............18
D. Patient and Drug Exemptions from the MPPL .............................................19
E. Scheduled Implementation Dates .................................................................20
V. Lawsuits Against the MPPL....................................................................................21
A. Suit Against DCH in Michigan Circuit Court...............................................21
B. Suit Against HHS and CMS in U.S. District Court ......................................22
VI. Perspectives on Michigan’s Prescription Drug Program and Its Impact on
Beneficiary Health ........................................................................................................23

A. Stakeholder Perspectives on the Process by Which the MPPL
Was Authorized ..................................................................................................25
B. Stakeholder Perspectives on the MPPL ........................................................28
C. Stakeholder Perspectives on the Implementation of the MPPL....................31
D. Stakeholder Perspectives on the Operation of the Program Several Months
After Initial Implementation .........................................................................36
VII. Concluding Observations .....................................................................................37
Appendix A: Bibliography ...........................................................................................46
Appendix B: Sample Interview Protocols...................................................................51
Appendix C: Interview List .........................................................................................53
Appendix D: Section 2204 of Public Act 60 ................................................................54
Appendix E: Timeline of Michigan Pharmaceutical Product List...........................55
Appendix F: Navigating Michigan’s Prior Authorization Process ..........................56
Appendix G: PhRMA Lawsuit against DCH .............................................................57
Appendix H: PhRMA Lawsuit Against HHS.............................................................58
Appendix I: Michigan’s Pharmaceutical Product List (MPPL) Compared to Florida
Medicaid’s PDL and Select Private Sector Formularies...........................................59

EXECUTIVE SUMMARY
Background
In July 2001, the Michigan legislature passed Public Act 60 (PA 60), which authorized
the state’s Department of Community Health (DCH) to propose changes to the
prescription drug benefit for the Medicaid fee-for-service population. The Department
proposed to create the Michigan Pharmaceutical Product List (MPPL), a selection of
preferred drugs available to be prescribed in the Medicaid program with little restriction.
Providers would be required to obtain prior authorization from the state to prescribe any
drug not included on the MPPL.
The proposed policy required approval from only the two chairmen of the appropriations
subcommittees on community health, or the Speaker of the House and Senate majority
leader. Thereafter, a governor-appointed committee of physicians and pharmacists
reviewed forty-four therapeutic categories and selected at least two “best in class” drugs
per category based on clinical data, effectiveness studies, and peer-reviewed literature.
Manufacturers of products not chosen as “best in class” were given the opportunity to
gain placement on the MPPL by offering the state supplemental rebates – rebates above
those specifically required in the Federal Medicaid statute – to match the prices of the
preferred products.
While Michigan received significant attention for instituting the MPPL in early 2002,
questions and concerns remain about the process by which the program was authorized
and implemented, and the impact the MPPL will have on Medicaid beneficiaries. In the
spring of 2002, the Kaiser Commission on Medicaid and the Uninsured commissioned
The Health Strategies Consultancy LLC to prepare this case study on Michigan’s
Medicaid prescription drug program.
Based on 24 interviews with individuals involved with or affected by the Medicaid
pharmacy program in Michigan, the study (1) describes the MPPL and the process by
which it was established; (2) gathers key stakeholder perspectives on the new policy and
implementation of the program, particularly from the beneficiary standpoint; and (3)
describes stakeholder views about how the new program has affected or may affect
beneficiary health.
Groups of providers, pharmacists, and beneficiary representatives were interviewed at
two points during the case study: first to obtain perspectives immediately following the
implementation of the MPPL, and then several months later to determine whether their
perspectives had changed after further experience with the program. DCH and the State
of Michigan declined requests to participate in the case study due to concerns related to
ongoing litigation against the MPPL.
Summary of Stakeholder Perspectives on the Program
Several key points emerged from the interviews:

3

4

•

Fearing opposition from the pharmaceutical industry, the state sought
virtually no input from providers, pharmacists, beneficiaries, and
manufacturers. The language authorizing the Department to propose changes to
the Medicaid fee-for-service pharmacy benefit was specifically developed in a
legislative conference committee from which pharmaceutical and other lobbyists
were barred. The first opportunity for beneficiaries, providers, and manufacturers
to respond to the proposed MPPL came when the Department submitted its plan
to the legislature for approval. While some beneficiary groups hesitated to
advocate in a highly public fashion against the MPPL for fear that other programs
of interest to them would be cut, the organizations that did lobby against the
change or attempt to negotiate modifications with the state received little attention
from legislators or the Department. (See page 26.)

•

The aggressive timetable to produce savings presented challenges for the
Department to develop and implement the program rapidly. The legislature
authorized the Department to propose the MPPL with the expectation that the
program would yield the state savings of $42.8 million in fiscal year 2002. The
state had to move quickly to initiate the program, but encountered delays along
the way. (See pages 27 and 29.)

•

Ultimately, the Department made only a few changes to the list of drugs on
the MPPL in response to beneficiary and provider concerns. Consumer and
provider groups sought a range of exemptions and changes in the state’s proposed
pharmacy policy, but only a limited number were accepted by the state. For
example, pediatricians and beneficiary advocates lobbied for the list to include
Humalog, a drug prescribed to treat juvenile diabetes, amidst mounting concern
for the hundreds of children whose therapies had been switched or were at risk of
being switched off of the drug. Mental health advocates, who advocated against
subjecting beneficiaries with mental illness to the prior authorization
requirements, did win a “grandfather” clause for patients taking certain drugs (i.e.,
atypical antipsychotics). Few other groups had success in gaining exemptions for
specific products from the MPPL. (See page 28.)

•

Providers, beneficiaries, manufacturers, and pharmacists expressed concern
that the most vulnerable Medicaid beneficiaries were not exempt from the
MPPL and could therefore be harmed. The only beneficiaries who received
any type of exemption from Michigan’s prior authorization process were those
taking specific mental health drugs at the time the MPPL was implemented. This
policy leaves other vulnerable beneficiaries who have a mental illness, are elderly,
and/or reside in a nursing home subject to the MPPL and at risk for a disruption to
their often complex drug regimens. Advocates fear this problem may be
exacerbated by the absence of a beneficiary representative on the P&T
Committee. (See page 29.)

•

Although some pharmacists interviewed believe that the MPPL is not
especially restrictive, our analysis concluded that the program is more
restrictive in select therapeutic categories when compared to other PDLs or
formularies. An analysis conducted for the case study found that the MPPL
requires fee-for-service beneficiaries to obtain prior authorization for 29 of the
most-prescribed 100 brand name pharmaceuticals. This compares to 12 in the
Florida Medicaid program and a range of 2 to 19 in a sample of health plans that
provide pharmaceutical coverage to Michigan’s Medicaid managed care
population and state employees (although in some of these programs additional
products are available with a higher copayment). Further, the analysis concluded
that the list is particularly restrictive in three therapeutic categories –
cardiovascular, antidepressants, and diabetes. (See page 30.)

•

Individuals from all the constituent groups interviewed for the case study
said that the MPPL was poorly implemented and created confusion for
beneficiaries, providers, and pharmacists. After gaining approval of the MPPL
from the legislature, DCH established four separate implementation dates for the
new prior authorization program, in part due to interruptions from lawsuits,
turnover among Department staff, and insufficient planning. Poor and
inconsistent communication between the Department and beneficiaries and
providers about these dates and the changing list of preferred products created
significant confusion and levied heavy administrative burdens on all those
involved with the program. Interviewees reported that many patients’ access to
critical medications was unnecessarily restricted during this time. (See page 32.)

•

Clinicians reported the prior authorization process initially was so
burdensome and time-consuming that, in some cases, beneficiaries were
harmed. In one case, a clinician reported that an HIV/AIDS patient was
hospitalized due to a delay in obtaining prior authorization for a critical
medication. Other providers noted instances of rehospitalization for patients who
were discharged but were unable to access medications under the prior
authorization requirements. Two-thirds of the calls made to a hotline established
by beneficiary groups to track experiences with the MPPL reported that
beneficiaries had been adversely affected under the new program. (See page 34.)

•

Beneficiaries, providers and pharmacists said that the prior authorization
process improved somewhat over time, but many problems continued and
new ones emerged several months after implementation. The time needed by
the state’s vendor to grant prior authorization decreased and the complexity of the
prior authorization process abated compared to the early weeks of the program.
Other problems persisted, however, including confusion about the “grandfather”
clause for certain mental health medications, inconsistent dispensing of 72-hour
emergency supplies while a prior authorization request is pending, failure to
notify beneficiaries of their right to appeal prior authorization denials, and
inadequate and inconsistent notification to providers of how to appeal denials to a
state-employed physician. (See page 37.)
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Concluding Observations
As the second state to adopt a comprehensive preferred drug list in Medicaid recently –
Florida instituted a PDL in mid-2001 – Michigan’s experience has been and will continue
to be watched closely by other states pursuing or considering similar approaches. A
number of observations and implications emerge from the establishment of the MPPL –
both for Michigan and for other state and national policymakers.
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•

The process by which the Michigan legislature and DCH authorized and
established the MPPL generally excluded the views of key stakeholders in the
Medicaid prescription drug benefit – particularly Medicaid beneficiaries. A
more open process would help to ensure adequate consideration of stakeholder
views in the development of preferred drug lists, especially on beneficiary access
to necessary medications. (See page 38.)

•

Implementation of the MPPL did not go smoothly, in part due to the state’s
desire to institute the program rapidly, legal action against the program, and
the lack of administrative capacity to handle the new prior authorization
system. In order to successfully launch and operate PDLs and prior authorization
programs, it is critical to plan for the necessary administrative capacity. Careful
assessments of existing state resources and capacity are necessary in planning for
successful policy implementation. (See page 39.)

•

Michigan did not inform physicians, pharmacies, and beneficiaries
adequately about the goals and procedures of the MPPL, leading to
significant misunderstanding of the program’s prior authorization
requirements and delays in beneficiary access to medications. Effective
communication strategies are necessary to ensure that all providers and
beneficiaries understand new PDLs and know how to access key treatments under
new prior authorization requirements. (See page 41.)

•

The MPPL appears to be particularly restrictive in certain categories of
drugs – namely mental health, cardiac, and diabetes treatments. The
restrictiveness of the MPPL in these areas underscores the importance of
monitoring the program to assess the quality of care provided to Medicaid
beneficiaries. (See page 42.)

•

The MPPL changes the type of access Medicaid beneficiaries have to certain
prescription drugs. Legislation has been enacted in Michigan to require a
formal evaluation of the program’s impact on beneficiaries. Such an
evaluation is necessary to determine how Medicaid recipients are affected by the
MPPL, and whether the MPPL leads to changes in utilization of other health care
services such as hospitalization or nursing home admissions. (See page 43.)

I.

Introduction

In late 2001 and early 2002, the State of Michigan developed and implemented a series of
changes in the Medicaid program designed to contain the growth of expenditures on
prescription drugs. The state adopted a unique approach used previously in only two
states1 – a preferred drug list coupled with rebates from drug manufacturers higher than
those required by Federal Medicaid law. The goal of the program was to reduce
prescription expenditures by directing Medicaid beneficiaries toward drugs that were
identified as “best in class” by the state or whose manufacturers agreed to provide deep
discounts to Michigan’s Medicaid program.
The fiscal conditions that led Michigan to contemplate far-reaching changes in the
Medicaid pharmacy benefit were not unique. By April 2002, 40 states had enacted or
were considering budget cuts to address an aggregate total budget deficit of $27 billion
among the states.2 Although Michigan benefited from budget surpluses in most of the
late-1990s, by May 2001 the state projected it would be in deficit by nearly $600 million
for the year, and by the fall of 2001 the deficit projection had grown to $1 billion.3
In 2000, Medicaid expenditures in Michigan reached $6.5 billion – 18 percent of the
state’s $35 billion budget. Annual Medicaid expenditures in Michigan had grown faster
than the national Medicaid average in 2000 (4.7 vs. 3.9 percent), and growth in average
expenditures per enrollee outpaced the national average during the 1995-1998 period (6.7
vs. 6.1 percent). According to the Urban Institute, the most significant factors that
contributed to the state’s cost growth in Medicaid were “increases in managed care,
pharmaceutical, and long-term care services.”4
Pharmaceutical expenditures accounted for 15 percent of the state’s total Medicaid
spending in 2001 and were projected to grow by over 30 percent in 2002 in the absence
of new restraints on growth.5 In the fee-for-service Medicaid program, which covered
over 300,000 people in 2001 (30 percent of the state’s Medicaid caseload), the state
estimated that drug expenditures (State and Federal) would grow from $550 million in
SFY2001 to $720 million in SFY2002.6
Confronted by the growing budget deficit, state legislators sought savings from Medicaid
– particularly the pharmacy program. Public Act 60, signed by Governor John Engler in
July 2001, authorized the state Medicaid agency – the Michigan Department of
Community Health (DCH, or the “Department”) – to propose and “submit changes to
1

California implemented a preferred drug list with supplemental rebates in 1990 and Florida did so in
2001. Since Michigan, several other states have developed or begun to develop preferred drug lists.
2
National Conference of State Legislatures, “State Budget Shortfalls at $27 Billion; 40 States Project
Budget Cuts This Year,” NCSL News, April 16, 2002.
3
Tilly J, Ullman FC, Chesky J, “Recent Changes in Health Policy for Low-Income People in Michigan,”
The Urban Institute: Assessing the New Federalism, State Update No. 18, March 2002.
4
Ibid.
5
Ibid.
6
Ibid.
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pharmacy policies for Medicaid recipients not enrolled in Medicaid HMOs.”7 The
legislature set a savings goal of $42.8 million from projected Medicaid state prescription
drug expenditures.8 DCH responded in September 2001 with a proposal calling for the
creation of the “Michigan Preferred Product List” (MPPL).
The MPPL identified specific prescribed drugs that would be available to Medicaid
beneficiaries with no prior authorization requirements. The MPPL included products
identified as “best in class” in their therapeutic category, as well as generics and other
branded, non-“best-in-class” products whose manufacturers agreed to provide rebates
above those required by the Federal Medicaid statute (to match the net price of the “best
in class” product). Drugs not selected as “best in class,” or whose manufacturers would
not offer supplemental rebates to the state, were excluded from the MPPL and subject to
prior authorization.
The proposed policy met with significant resistance. Six large pharmaceutical
manufacturers initially refused to participate in discussions with the state about
supplemental rebates, citing that quality of care would be diminished by the reduction in
beneficiary access to prescription drugs.9 The Pharmaceutical Research and
Manufacturers of America (PhRMA) filed lawsuits in state and, subsequently, Federal
court to block the program from moving forward. Mental health advocates in the state
lobbied actively against the program, and a collection of mental health patients and
organizations joined the PhRMA suit as interveners.10 After several delays – owing in
part to the litigation against the program – the state implemented the MPPL in February
2002.
To monitor implementation and program quality, mental health and other patient
advocacy groups created a toll-free hotline to receive consumer and provider complaints
about the MPPL. The groups tracked calls closely and submitted a report to members of
the state legislature identifying concerns with the MPPL and the prior authorization
process.11
Despite concerns raised about the program, DCH stated several months after
implementation that the MPPL has led to savings to the state of approximately $800,000
per week of operation, placing the state nearly on target to achieve the program’s
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Michigan Public Act 60 (2001) sec. 2204.
Gold R. “Injunction Is Lifted On Michigan Plan To Cut Drug Costs,” The Wall Street Journal, January
18, 2002.
9
Gold R, Hensley S, Caffrey A. “Pharmaceutical Industry Sues Michigan to Block Attempt to Cut Drug
Prices,” The Wall Street Journal, December 3, 2001. According to the article, the six companies that
initially chose not to offer supplemental rebates were Eli Lilly & Co., Johnson and Johnson, Merck, Pfizer,
Pharmacia, and Wyeth-Ayerst Laboratories. According to interviewees, several months after
implementation, a number of these manufacturers reconsidered this decision not to participate and agreed to
pay supplemental rebates to the state.
10
An intervener is an individual or group that enters into a suit as a third party for its own interests.
11
Mental Health Association in Michigan and Michigan Association for Children with Emotional
Disorders. “Report on Prescription Access Hot-Line; April 22-June 14, 2002,” June 24, 2002.
8
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budgetary goals set forth by the state legislature.12 Subsequent legislation passed in the
2002 session of the legislature maintained the program, but added a requirement that the
Department perform and submit an evaluation of the MPPL to the legislature in the 2003
session.
A.

Purpose of the Case Study

Given the potential impact of Michigan’s program on Medicaid beneficiaries, the Kaiser
Commission on Medicaid and the Uninsured commissioned The Health Strategies
Consultancy LLC in the spring of 2002 to prepare a case study on the Medicaid
prescription drug program in Michigan. The purpose of the case study is to (1) describe
the Medicaid pharmacy program in Michigan, focusing on the MPPL, (2) gather key
stakeholder perspectives on the new policy and implementation of the new program,
particularly from the beneficiary standpoint, and (3) describe the views of stakeholders
about how the pharmacy changes in Michigan have impacted or may impact the health of
Medicaid beneficiaries.
B.

Study Methodology

The case study was conducted using a combination of primary and secondary data
sources. We reviewed relevant legislation, published literature, news articles, and state
government reports and documents to gain a broad perspective of Michigan’s Medicaid
program. The review yielded useful information about the development and
implementation of the MPPL, but left many questions unanswered. (A complete
bibliography is included in Appendix A.)
The majority of information presented in the case study comes from primary information
sources. To gain a broad mix of perspectives, we interviewed representatives from a
range of institutions and organizations in Michigan, including beneficiary groups, private
physicians and physician groups, pharmacists and pharmacist groups, pharmaceutical
manufacturer industry representatives, the Michigan legislature, and others
knowledgeable about the program. DCH and the State of Michigan declined repeated
requests to participate in the case study due to concerns related to the ongoing litigation
against the MPPL. (A sample interview protocol is included in Appendix B.)
An initial round of interviews was conducted with all participants in April and May 2002
to provide perspectives on the program immediately after implementation. A second
round of interviews was conducted with a subset of providers, pharmacists, and
beneficiaries in July and August 2002 to gather perspectives on the program several
months into implementation. The purpose of the follow-up interviews was to determine
whether stakeholders’ perceptions of the program and its implementation changed given
further time and operational experience.
12

Winslow R, McGinley L, Adams C. “Drug Prices --- Why they Keep Soaring ---Healing the System:
States, Insurers Find Prescription For High Costs --- Michigan’s Blue Cross Pushes Generics, While
Vermont Strong-Arms Producers --- PhRMA Fights Back Court,” The Wall Street Journal, September 11,
2002.
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In total, we conducted 24 interviews involving 25 representatives from 18 different
organizations. (A list of interviewees is located in Appendix C.) Interviewees were
given the opportunity to review sections of the report covering their positions to ensure
that their views and opinions were accurately represented. All interviewees were
guaranteed confidentiality.
C.

Organization of the Case Study

The case study is organized into the following sections. Section II provides background
on previous cost containment efforts and the payment for prescription drugs in
Michigan’s Medicaid program. Section III discusses the legislative process that
authorized changes in the Medicaid pharmacy benefit in 2001. Section IV describes key
elements of the MPPL, including the process for selecting drugs, negotiating
supplemental rebates, and gaining prior authorization. Section V provides an overview of
lawsuits filed against the State and Federal governments to halt implementation of the
MPPL. Section VI describes stakeholder perspectives on the MPPL and its potential
impact on beneficiary health. Finally, section VII provides concluding observations
about the program.
Because the State of Michigan did not participate in the study due to concerns related to
the ongoing litigation against the MPPL, we were unable to provide answers to a number
of questions about Michigan’s Medicaid preferred drug list in this case study. For
example, while the state has reported that it is realizing savings of approximately
$800,000 per week due to the new program, no details have been shared about the exact
source of these savings. What portion of the savings has resulted from a shift in
prescriptions to best in class products versus from the supplemental rebates paid for
products also included on the PDL? It is also unclear how the state is using the additional
rebates collected from manufacturers. Do these funds flow back into the Medicaid
program or the state’s general fund? Finally, while 2002 legislation mandates DCH to
evaluate certain aspects of the program, the study does not include an update on the
progress of such efforts.
II.

Background on Medicaid in Michigan

Over the past decade, the State of Michigan has relied predominantly on managed care to
help contain Medicaid program costs including pharmaceutical spending. Although
prescription drug costs for the majority of beneficiaries statewide are covered by
managed care organizations, Michigan continues to experience significant increases in
drug spending in the Medicaid fee-for-service program. The following provides
background on the health care delivery and payment system for Michigan Medicaid
beneficiaries – especially those with mental illness.
A.

10

Shift to Managed Care

In the early 1990s, Michigan experienced a recession that “swelled AFDC and Medicaid
rolls.”13 This, combined with increases in enrollment resulting from expanded Federal
Medicaid eligibility requirements, caused the state to experience double-digit Medicaid
expenditure growth from the late 1980s until 1994.14
To contain the spending increases, Michigan changed its health care financing and
delivery model, moving from fee-for-service to full-risk managed care. Through waivers
granted by the Federal government in 1997 under section 1915(b) of the Social Security
Act, Michigan required certain Medicaid beneficiaries to enroll in managed care
organizations known as qualified health plans (QHPs).
QHPs cover most Medicaid ambulatory and inpatient services, including pharmacy
benefits. Certain services are excluded from the managed care benefit, including dental,
behavioral health, and long-term services, as well as school-based services for special
education students.
Welfare- and SSI-related Medicaid recipients are targeted for mandatory enrollment in
QHPs.15 Nursing home residents, Medicaid-Medicare dual eligibles, and medically needy
beneficiaries who qualify for Medicaid through spend-down requirements are excluded
from managed care. The managed care mandate first applied in five counties only, but
was subsequently expanded to the entire state. Enrollment is voluntary in counties with
only one Medicaid managed care organization.
In state fiscal year 2001, 70 percent of the 1.1 million enrollees in Michigan’s Medicaid
program received fully capitated benefits through the QHP system, accounting for $1.3
billion in spending.16
B.

Mental Health Coverage in Michigan Medicaid

In 1998, Michigan received a separate waiver to establish a statewide managed
behavioral health care program for long-term recipients of mental health, substance
abuse, and developmental disability services.17 The state contracted with Community
Mental Health Service Programs (CMHSPs) to “manage and provide mental health,
substance abuse, and developmental disability services and supports under a prepaid,
shared-risk arrangement.”18 CMHSPs are local community clinics that provide health

13

Lipson DJ, Birnbaum M, Wall S, Moon M, Norton S. Health Policy for Low-Income People in
Michigan. The Urban Institute: Assessing the New Federalism, November 1997, 12.
14
Ibid.
15
Centers for Medicare & Medicaid Services Web site. Comprehensive Health Care Program Fact Sheet.
Available at: http://www.cms.gov/medicaid/1915b/mi11fs.asp. Accessed October 4, 2002.
16
Tilly J, Ullman FC, Chesky J. Recent Changes in Health Policy for Low-Income People in Michigan.
The Urban Institute: Assessing the New Federalism. State Update No. 18, March 2002.
17
Centers for Medicare & Medicaid Services Web site. The State of Michigan 1915 (b)/(c) Program.
Available at: http://www.cms.gov/medicaid/1915b/mi1915bcfs.pdf. Accessed October 4, 2002.
18
Tilly J, Ullman FC, Chesky J. Recent Changes in Health Policy for Low-Income People in Michigan.
The Urban Institute: Assessing the New Federalism. State Update No. 18, March 2002.
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care to mentally ill clients in the community. Many of the patients that are seen in
CMHSPs are Medicaid beneficiaries.
Originally, individuals enrolled in the behavioral health waiver continued to receive basic
ambulatory care through QHPs – including prescribed drugs – while mental health and
in-patient services were covered by CMHSPs.19 The shared responsibility created a
situation in which CMHSP providers were responsible for prescribing drug therapy for
certain individuals while QHPs were responsible for paying for such therapy. Under this
system, CMHSP providers were not required to prescribe according to QHP formularies
or guidelines.
QHPs expressed reluctance to bid for new contracts in 2000, in part because the coverage
of medications prescribed by CMHSPs led to costs that could not be controlled directly
by the QHPs. In response, DCH developed a formula by which the state would make
supplemental payments to QHPs to cover the cost of atypical antipsychotic and antidepressant medications prescribed by CMHSP providers. The new arrangement – which
is beneficial to QHPs – contributed to the state’s growing Medicaid prescription drug
costs in the fee-for-service program.
C.

Prescription Drug Cost Growth in Fee-For-Service Medicaid

In addition to rising costs associated with the prescribing of atypical antipsychotic and
anti-depressant medications, the profile of beneficiaries not included under the managed
care waiver also helps to explain the state’s rising pharmaceutical costs in the fee-forservice program. Specifically excluded are elderly individuals who typically have more
complex drug regimens, and who are dually eligible for Medicare and Medicaid and/or
reside in nursing homes. While we did not have access to state data detailing Medicaid
fee-for-service spending by category and population, a recent statement by Governor
Engler explained that the Michigan Medicaid population includes 165,000 MedicareMedicaid dual eligibles who account for $350 million of the fee-for-service program’s
prescription drug expenditures (State and Federal).20
Also, as described above, enrollment in the managed care program is voluntary in
counties where only one QHP is present. According to CMS, 19 counties in Michigan
have voluntary rather than mandatory enrollment in managed care.21 Disabled Medicaid
recipients as well as welfare-related enrollees may opt to receive benefits, including
prescription drugs, on a fee-for-service basis in these counties.
III.

19

Authorization of the Michigan Medicaid Pharmacy Changes

Interview with pharmacist.
“Engler Nearly Completes Budget Work.” Gongwer Michigan Report, Vol. 41, No. 142: 5-7. July 25,
2002.
21
Centers for Medicare & Medicaid Services Web site. The State of Michigan 1915 (b)/(c) Program.
Available at: http://www.cms.gov/medicaid/1915b/mi1915bcfs.pdf. Accessed October 4, 2002.
20
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With pharmaceutical expenditures increasing faster than spending for any other service in
Michigan’s Medicaid program,22 and in light of the state’s fiscal situation in 2001,
prescription drug spending was a likely target for cost containment efforts. Spending on
prescription drugs (State and Federal) was expected to be $550 million in the Medicaid
fee-for-service program in state fiscal year 2001, and expected to rise to $720 million by
2002.23 One interviewee suggested that action from the state legislature on prescription
drug expenditures in Medicaid was long overdue stating that, “Something needed to be
done about drug spending for four or five years.”
A.

Passage of the Authorizing Legislation

DCH’s proposal to create the MPPL was based on legislation passed in the 2001
legislative session. The legislation itself did not mandate the creation of a preferred drug
list, but instead gave the Department broad authority to propose changes to the Medicaid
pharmacy benefit. An appropriations bill covering spending for DCH provided the
vehicle for changes in the Medicaid prescription drug program.
From 1992 to 2000, the community health appropriations bill included “boilerplate”
language each year prohibiting DCH from placing prior authorization requirements on
single-source drugs. In the 2001 legislative session, the House version of the community
health appropriations bill retained the longstanding prohibition against prior
authorization. The Senate version maintained the prohibition as well, but added new
language restricting the state from adopting therapeutic substitution in the Medicaid drug
program.
The discrepancy between the House and Senate language on therapeutic substitution
caused the longstanding prior authorization prohibition to go to conference committee in
July 2001. According to one interviewee, the addition of the language on therapeutic
substitution in the Senate was a tactical move to push the measure to conference
committee, where a new Medicaid pharmacy policy could be developed without undue
influence or lobbying pressure from the pharmaceutical industry or other outside groups.
According to interviewees, several conference committee “work group” meetings were
held by members of the House and Senate appropriations subcommittees on community
health. These meetings were attended by representatives from DCH who, according to
one interviewee, had begun to plan for a Medicaid preferred drug list prior to passage of
the legislation. The conference committee stripped the prohibition on single-source prior
authorization from the bill, and instead included language giving the Department broad
discretion to propose a new cost containment system for prescription drugs in Medicaid.
According to the legislation, the new system was supposed to “reflect a composite of
pharmacy best practices in use by HMOs under contract to provide managed medical care
services to non-exempt Medicaid recipients.”

22

Tilly J, Ullman FC, Chesky J. Recent Changes in Health Policy for Low-Income People in Michigan.
The Urban Institute: Assessing the New Federalism, State Update No. 18, March 2002.
23
Ibid.
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The bill directed DCH to propose modifications to the Medicaid prescription drug
program and to submit a plan to the legislature by September 30, 2001. The bill outlined
a procedure by which specific members of the legislature – the chairmen of the House
and Senate appropriations subcommittees on community health, the Speaker of the
House, and the Majority Leader of the Senate – were to approve or deny the plan
developed by DCH.
The conference committee provision became law as part of Public Act 60 (PA 60), which
was signed by Michigan Governor John Engler on July 23, 2001. Appendix D includes
the text of the legislation authorizing DCH to propose changes to the Medicaid drug
benefit.
B.

The State’s Initial Proposal

On September 28, 2001, DCH submitted a pharmacy plan to the chairmen of the Senate
and the House appropriations subcommittees on community health. The plan proposed
five changes in Medicaid prescription drug policy:24
•

Pharmacy and Therapeutics Committee. The plan called for the creation of a
Pharmacy and Therapeutics (P&T) Committee to assist DCH in developing and
implementing new prescription drug policy. The P&T Committee would be
responsible for recommending drugs to be subject to prior authorization
requirements, as well as for developing recommendations on “pharmaceutical
guidelines.” The plan called for the Committee to consist of at least 10 members –
six physicians and four pharmacists – all of whom would be appointed by the
governor.

•

Supplemental Rebates. The Department proposed to seek rebates from
manufacturers at levels higher than those specifically required by the Federal
Medicaid law. The plan did not provide detail about the specific rebate levels
sought by the state or about the process the state would follow to obtain the
supplemental rebates.

•

Managed Care Pharmacy Carve-Out. The state proposed to remove
prescription drug benefits from the Medicaid managed care service package and
pay for the pharmacy benefits on a fee-for-service basis. Under the state’s
managed care waiver, drugs covered by QHPs are excluded from the Medicaid
rebate program. By carving pharmacy out of the managed care benefit, Michigan
could receive additional rebates from manufacturers. DCH said it intended to
develop incentives for Medicaid HMOs to manage drug utilization in the absence
of a capitated benefit structure. According to an interviewee, Michigan still plans
to proceed with the carve-out of the drug spend from the state's Medicaid
managed care contracts; however, officials are waiting to extend the MPPL to
these populations until the Federal judge makes a decision in PhRMA's lawsuit
against HHS, which is further explained in Section V.
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•

Non-Medicaid Programs. The state planned to seek rebates from manufacturers
for pharmaceutical products provided to patients in non-Medicaid state-run
programs, including the Elder Prescription Insurance Coverage Program (EPIC),
the State Medical Program, the Children’s Special Health Care Services Program,
mental health non-Medicaid services, and the Department’s hospitals and
centers.25 In total, the programs served over 200,000 beneficiaries in 2001.

•

Michigan Pharmaceutical Product List. The P&T Committee would create a
Pharmaceutical Product List. It would do so by identifying the therapeutic classes
that contain a majority of the drugs prescribed by the programs covered under the
MPPL and specifying drugs within those classes that would and would not be
subject to prior authorization. The P&T Committee would consider clinical
criteria as well as the net price of each drug in determining the drugs subject and
not subject to prior authorization.

DCH’s plan called for additional steps to implement the proposed policy. In order to
remove prescription drugs from the benefit package covered by the state’s managed care
waiver, Michigan needed to request and receive a modification to its section 1915(b)
waiver from the Centers for Medicare and Medicaid Services (CMS). In addition, the
state entered into discussions with CMS to determine if a state plan amendment was
necessary to institute the broader pharmacy policy revisions. Michigan filed a state plan
amendment related to its proposed plans to carve prescription drugs out of the managed
care benefit, which is still pending within CMS. The timeline in Appendix E shows the
dates initially identified by DCH to implement the program changes.
C.

Legislature’s Approval of the State Proposal

The language in PA 60 required the chairmen of the Senate and House appropriations
subcommittees on community health to approve the Department’s proposed plan before
the plan could become effective. The chair of the Senate subcommittee approved the
changes proposed by the Department, but the chair of the House subcommittee did not.
In a letter to the Department on October 26, 2001, the House subcommittee chair said the
purpose of his disapproval was to “provide the time necessary to enable the Speaker and
Senate Majority Leader to ensure these changes meet … criteria [to ensure that any
policy changes are appropriate to meet the pharmaceutical needs of program
participants].”26
The diverging responses from the chairmen triggered a provision in PA 60 requiring the
Speaker of the House and the Majority Leader of the Senate to review the proposal. The
Speaker and Majority Leader sent a joint “letter of understanding” to the Department on
25

Though the Department’s initial pharmacy plan would have included all of these programs under the
MPPL, only Medicaid fee-for-service and psychotropic medications under Medicaid managed care were
ultimately subjected to the MPPL.
26
Mortimer M. Letter to Department of Community Health. October 26, 2001.
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November 14, 2001.27 The letter approved the policy changes proposed by DCH, but
summarized specific assurances given by DCH to the legislators to address concerns held
by members of the House and Senate. The assurances included the following:
•

Access to Medicine. The letter identified several items related to beneficiary
access to prescription drugs.
−

The new policies would not lead to a “closed” formulary. All drugs
covered by Medicaid prior to the MPPL would continue to be available,
although some would be subject to prior authorization.

−

The MPPL would cover 40 categories of drugs accounting for 80 percent
of program expenditures. At least two drugs in each therapeutic class
would not be subject to prior authorization.

−

New products approved as “priority drugs” by the Food and Drug
Administration (FDA) would be exempt from the prior authorization
process until December 31, 2002.28

−

Each prescription granted prior authorization would be approved for 12
months.

•

Prior Authorization Process. The letter outlined a specific prior authorization
process agreed to by DCH and the legislators. The process was to begin with a
phone call by a physician or pharmacist to a pharmacy technician employed by a
vendor, and culminate with appeals resolved by DCH-employed physicians or a
referral to a fair hearing. The process is described further below, as well as in
Appendix F.

•

Coverage of Atypical Antipsychotics. Atypical antipsychotics are drugs used to
treat schizophrenia and dementia. The letter stated that the “majority” of drugs in
the atypical antipsychotic category would not be subject to the prior authorization
requirements. For atypical antipsychotics that ultimately become subject to prior
authorization, the requirement would not apply to current users of the drugs.

The letter described assurances given by DCH to the legislators that the program would
use approaches to pharmacy benefit management similar to those in the private sector;
the program would improve program quality by identifying drug interactions through a
point-of-sale-system; and DCH would launch an education campaign to ensure that
physicians, pharmacists, and beneficiaries understood the program and were aware of
their rights and responsibilities under the plan.
27

DeGrow D, and Johnson R. Letter addressed to James Haveman. November 14, 2001.
A priority drug is “a drug product that… would be a significant improvement compared to marketed
products… in the treatment, diagnosis, or prevention of disease.” Standard drugs are all non-priority drug
products. U.S. Food and Drug Administration, Center for Drug Evaluation and Research, “Review
Management: Priority Review Policy,” 1996.
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IV.

Selection and Implementation of the Michigan Pharmaceutical Product List

This section of the paper provides a summary of the key components involved in the
establishment of the MPPL. It describes the drug selection and rebate negotiation
process, the prior authorization process for obtaining drugs not on the MPPL, the
exemptions from the MPPL, and the implementation timeframe.
As noted above, DCH declined to participate in the case studies, and interviews
consequently could not be conducted with state agency staff or with members of the
state’s P&T Committee. The information in this section is based on public documents
issued by the state as well as on interviews with other individuals knowledgeable about
the development of the program.
A.

Establishment of the MPPL and Selection of “Best in Class” Drugs

The legislation authorizing the state to pursue pharmacy policy changes in Medicaid was
broad-based and gave the Department significant flexibility to determine the approach.
The centerpiece of the state’s proposed policy was the creation of a preferred drug list.
The P&T Committee established by DCH’s plan was charged with developing the
MPPL.29
The first step in selecting preferred drugs was to identify the therapeutic classes that
would be covered on the MPPL. According to interviewees, the P&T Committee
reviewed 99 classes of drugs and chose 33 for the MPPL. When divided into subclasses,
a total of 44 categories of drugs were included on the MPPL.30 After the therapeutic
classes were selected, the P&T Committee conducted reviews of each drug in the
therapeutic classes to determine the products that were most appropriate for the MPPL.
In conducting the reviews, interviewees reported that the P&T Committee relied upon
clinical data, effectiveness studies, and peer-reviewed literature to select the drugs for the
MPPL. The Committee chose at least two “best in class” drugs for each therapeutic
category. The “best in class” designation could apply to generic medications but not
over-the-counter products.
DCH’s initial plan indicated that net price would be taken into consideration by the P&T
Committee.31 Net price is the final cost of the drug to the state after taking into account
payment levels to pharmacies and rebates from manufacturers. Interviewees reported,
however, that the Committee reviewed only clinical evidence to choose the “best in
class” drugs in each therapeutic category, and did not take into account net price. Only

29

Haveman J, Department of Community Health Director. Letter addressed to Sen. Mickey Mortimer and
Rep. Joel Gougeon. September 28, 2001.
30
The letter of understanding from the legislature to DCH stated that 40 therapeutic drug classes would be
included on the MPPL.
31
Haveman J, Department of Community Health Director. Letter addressed to Sen. Mickey Mortimer and
Rep. Joel Gougeon. September 28, 2001.
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after the Committee identified and selected the most clinically effective “best in class”
drugs did the state approach manufacturers to discuss supplemental rebates.
B.

Negotiation of Supplemental Rebates with Manufacturers

The state began initial discussions with manufacturers about the MPPL and the
supplemental rebate plan approximately three weeks after DCH submitted the policy
proposal to the legislature. The claims administration vendor under contract to the state
coordinated the meetings.
The first meeting with manufacturers was held on October 22, 2001, at which time
manufacturers were informed about the process the state would follow to select products
and negotiate rebates for the MPPL. The P&T Committee ranked the drugs selected as
“best in class” for each therapeutic category as first or second. Interviewees reported
that, in order to gain MPPL placement (i.e. no prior authorization required) for products
not selected as best in class, manufacturers were asked to match the net price of the first
ranked drug in the category.32 The state did not seek supplemental rebates for products
selected best in class or for products whose net price was already below the level of the
best in class drug. According to the state’s claims administrator, First Health, the actual
supplemental rebate negotiations were carried out through a process proprietary to the
vendor.
In the manufacturers’ meetings with the Department and its vendor, the state disclosed
only the price and not the name of the best in class drugs. The names of the products
were not disclosed because, according to interviewees, the state said it did not want to
violate rules regarding confidentiality of rebate amounts paid to Medicaid.
A number of manufacturers initially chose not to offer supplemental rebates to
Michigan.33 Nevertheless, if the drugs of these manufacturers were chosen as best in
class, the products were placed on the MPPL. The Department released the first public
version of the MPPL – including the “best in class” drugs as well as all other products for
which manufacturers agreed to provide supplemental rebates – on December 11, 2001.
C.

Attaining Prior Authorization for Drugs Excluded from the MPPL

A primary goal of any preferred drug list is to motivate prescribers to choose products
that are on the list. One way to increase use of the preferred products is to make it
relatively more difficult to prescribe non-preferred drugs. To enforce the MPPL,
Michigan established a prior authorization system for drugs excluded from the preferred
list. (Appendix F details the prior authorization process.) The process was generally new
32

Several interviewees described the rebate negotiation process as indicated in the text. PhRMA’s lawsuit
in U.S. District Court against HHS and CMS maintains that the state sought rebate levels explicitly linked
to the prices of all drugs in each therapeutic class “within the United States.” PhRMA v. Tommy G.
Thompson, Secretary, U.S. Department of Health and Human Services. U.S. District Court for the District
of Columbia, Case No. 02-1306. Filed June 28, 2002.
33
Gold R, Hensley S, Caffrey A. “Pharmaceutical Industry Sues Michigan to Block Attempt to Cut Drug
Prices,” The Wall Street Journal, December 3, 2001.
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– DCH had been prohibited by state law from 1992-2000 from imposing prior
authorization requirements on single-source drugs.
The process established by DCH is initiated by prescribers, adjudicated by a vendor (in
this case, the state’s prescription claims administrator, First Health), and, in the event of
appeals, is supposed to be resolved by DCH. Physicians and other prescribers must
obtain approval from the state’s vendor before prescribing non-preferred prescription
drugs. The P&T Committee developed specific criteria for the approval of non-preferred
products. According to an interviewee close to the program, the prior authorization
process for the MPPL was established to work as follows:
Physicians or their staff must initiate the approval process by submitting
requested documentation to the state’s vendor. The documentation may be
submitted via fax, telephone, or mail, using a standard prior authorization request
form developed by the vendor.
A pharmacy technician employed by the vendor reviews the prior authorization
requests. If the documentation provided by the physician meets specific criteria
set by the P&T Committee, the technician approves the prescription. According
to interviewees, among the criteria to obtain prior authorization in some cases is a
requirement that beneficiaries “fail first” with products on the MPPL. When the
prescription is filled at a pharmacy, the pharmacy is notified through the on-line
point-of-sale system that the prescription has been authorized.
If there is a discrepancy between the documentation submitted by the provider
and the criteria set by the P&T Committee, the prior authorization request is
forwarded to a pharmacist employed by the vendor. The pharmacist will review
the request and, if necessary, ask for additional information from the prescribing
physician. The pharmacist will either approve or deny the request based on the
review. If the request is denied, a letter is sent to the beneficiary explaining the
decision and the beneficiary’s appeal rights.
Physicians may appeal denials to DCH-employed physicians. If the appeal is
denied by the state-employed physician, the beneficiary retains the right to request
a fair hearing from the state. In emergency situations, a beneficiary is entitled to
receive a 72-hour supply of the requested medication until the prior authorization
is obtained.34
D.

Patient and Drug Exemptions from the MPPL

The preferred product listings and prior authorization requirements generally apply across
the Medicaid fee-for-service population in Medicaid and across all the therapeutic
categories on the MPPL. Nevertheless, certain patients and drugs are exempt from the
requirements.
34

The Medicaid statute (section 1927(d)(5) of the Social Security Act) requires that prior authorization
programs allow for the dispensing of a 72-hour supply of drugs in emergency situations.
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The Department provided for the “grandfathering” of certain patients who use atypical
antipsychotic medications. Medicaid beneficiaries taking non-preferred atypical
antipsychotics before the implementation of the MPPL were exempted from the prior
authorization requirements for these particular medications. Medicaid patients newly
prescribed atypical antipsychotic medications after the implementation of the MPPL,
however, must receive prior authorization if the product prescribed by their doctor is not
on the preferred list.
In addition to the “grandfather” requirements for atypical antipsychotics, there are
exemptions from prior authorization requirements on certain drugs for specific agerelated populations. For example, some products excluded from the MPPL do not require
prior authorization for beneficiaries over the age of 60.35 Some drugs excluded from the
MPPL do not require prior authorization for beneficiaries under the age of 12.36 Finally,
certain drugs that are on the MPPL nevertheless require prior authorization for specific
age-related populations for safety reasons. For example, select sedatives and
antidepressants must be prior authorized for beneficiaries over the age of 65.
E.

Scheduled Implementation Dates

In authorizing DCH to propose changes in the Medicaid pharmacy benefit, Michigan
legislators assumed the new program would produce savings of nearly $43 million in
state fiscal year 2002. The $43 million was subtracted from the Medicaid appropriation
for the year.37 To achieve the full savings, DCH proposed an aggressive timetable to
implement the MPPL quickly. Implementation, however, was interrupted several times
due to the legislative approval process outlined in PA 60 and the litigation against the
MPPL.
In its initial plan for the MPPL (sent to the legislature on September 28, 2001),
DCH set the program launch date on December 1, 2001.
Approval of the plan by the legislature was delayed until November 14, 2001
(when the House Speaker and Senate Majority Leader sent the letter of
understanding to DCH). DCH established a second implementation date of
January 14, 2002.
PhRMA filed suit in Michigan circuit court over the MPPL on November 30,
2001(described below in Section V). The state delayed the projected
implementation until February 1, 2002.
35

For example, Celebrex, which is a pain relief drug, and Zantac Effervescent, which treats gastrointestinal
discomfort, do not require prior authorization for beneficiaries over the age of 60.
36
For example, Zantac Syrup.
37
Oregon’s Practitioner-Managed Prescription Drug Plan Web site. Michigan’s Pharmaceutical Best
Practices Initiative. Available at:
http://www.oregonrx.org/OrgrxPDF/Governor's%20Conference%20presentations%20PDF/PharmacyInitiat
ive-%20Oregon%20October%202002%20as%20of%2010.3.02.pdf. Accessed November 20, 2002.
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The court granted PhRMA an injunction against the program on January 9, 2002.
The injunction was lifted on appeal on January 17, 2002. DCH issued a fourth,
and final, implementation date of February 25, 2002.
On February 25, DCH initiated a four-week process to roll the MPPL out in stages. On
February 25, March 4, March 11, and March 18, preferred status and prior authorization
became effective for different therapeutic classes, until the MPPL was fully implemented
on March 18, 2002.
Appendix E includes a comprehensive timeline on the development and implementation
of the MPPL.
V.

Lawsuits Against the MPPL

Michigan’s program met significant resistance from the pharmaceutical industry. Six
large manufacturers initially refused to participate in discussions with the state and its
vendor about supplemental rebates and placement on the MPPL.38 PhRMA – the
industry association for brand-name drug manufacturers – subsequently filed two
lawsuits to block implementation of the program. The first suit was filed in Michigan
Circuit Court, against DCH, in November 2001, and the second suit was filed in U.S.
District Court, against the U.S. Department of Health and Human Services (HHS) and the
Centers for Medicare and Medicaid Services (CMS), in June 2002.
The litigation in state court led to a delay in the implementation of the MPPL. Beyond
Michigan’s Preferred Product List, PhRMA asked the Federal court to find preferred drug
lists in any state that do not meet the formulary requirements outlined in the Medicaid
statute to be illegal and thus not approvable by HHS.
A.

Suit Against DCH in Michigan Circuit Court

PhRMA first filed suit in November 2001 to block implementation of the MPPL. Several
beneficiary advocacy groups, including four individual beneficiaries, joined the suit as
“interveners,” including the Alliance for Mentally Ill of Michigan, the Mental Health
Association of Michigan, the Michigan Association for Children with Emotional
Disorders, and Michigan Protection and Advocacy Services.
In the lawsuit, PhRMA contended that “restrictive formularies and prior authorization
programs interfere with appropriate patient care and are costly, cumbersome programs,”
and that “employing economic rather than clinical criteria is not permitted under Federal
law.” 39

38

Gold R, Hensley S, and Caffrey A. “Pharmaceutical Industry Sues Michigan to Block Attempt to Cut
Drug Prices,” The Wall Street Journal, December 3, 2001.
39
PhRMA v. Department of Community Health. Circuit Court for the County of Ingham, Case No. 238862.
Filed November 30, 2001.
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The case centered on three allegations involving the Medicaid program.40 PhRMA
maintained that PA 60 did not specifically authorize supplemental rebates or prior
authorization in Michigan’s Medicaid program, making the MPPL illegal. The lawsuit
contended that the price-benchmarking approach used by the state to obtain supplemental
rebates from drug manufacturers violates the Commerce Clause of the United States
Constitution. Finally, the suit alleged that the procedure by which PA 60 gave individual
members of the state legislature approval power over DCH’s proposed policy changes
violated the separation of powers clause of the Michigan Constitution.
The table in Appendix G summarizes the allegations against DCH in Michigan court, as
well as the relief sought by PhRMA.
PhRMA’s motion for a preliminary injunction against the program was granted by the
State of Michigan Circuit Court for the County of Ingham on January 9, 2002, but the
injunction was lifted by the Court of Appeals on January 17, 2002. PhRMA appealed the
stay, but the Court of Appeals ruled on December 16, 2002 that the state's program was
legal, stating that “In the absence of a specific directive limiting the DCH’s discretion as
to the precise manner in which to accomplish its duty, the DCH is, and must be,
permitted to formulate policies that promote the program’s continued viability.”41
B.

Suit Against HHS and CMS in U.S. District Court

PhRMA filed a subsequent lawsuit on June 28, 2002 to halt the MPPL. The suit was
filed in Federal court – the U.S. District Court for the District of Columbia – against the
Secretary of HHS, Tommy Thompson, and the Administrator of CMS, Thomas Scully.
The suit sought to block the Federal government from approving Michigan’s proposed
MPPL, but also intended more broadly to prevent HHS from approving plans from any
state that seeks to implement preferred drug lists with supplemental rebates.
The suit raised four counts against the MPPL:
•

It maintained that the MPPL is an illegal formulary because it fails to meet
statutory requirements in Medicaid that permit formulary exclusions only after a
designated committee has issued a written determination that a product lacks a
“significant meaningful therapeutic advantage” over other drugs on the
formulary.

•

The suit contended that “supplemental” rebates are illegal because, while the
statute allows states to enter into rebate agreements “separate” from those
required in the Medicaid law, it does not authorize rebates that “augment” those
required by law.

40

The case includes two other counts, which focus on the scope of the MPPL and the authority to negotiate
supplemental rebates in programs beyond Medicaid.
41
Durbin D. “Court Upholds Medicaid Prescription Plan,” AP Online, December 16, 2002.
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•

Third, the state’s plan to place drugs on prior authorization in Medicaid as a
consequence of manufacturers’ refusal to negotiate rebates in other programs was
contrary to statutory requirements that states must offer benefits “in a manner
consistent with the best interests of [Medicaid] recipients.”

•

Finally, as in the case in Michigan court, the lawsuit contended that the pricebenchmarking approach used by the state to obtain supplemental rebates from
drug manufacturers violates the Commerce Clause of the U.S. Constitution.

The table in Appendix H summarizes the allegations against HHS and CMS in Federal
court, as well as the relief sought by PhRMA. A hearing was held in U.S. District Court
in late August 2002. A decision had not yet been announced by December 2002.
VI.

Perspectives on Michigan’s Prescription Drug Program and Its Impact on
Beneficiary Health

A central goal of the case study is to gather key stakeholder perspectives on a range of
issues related to Michigan’s MPPL. The case study interview sample included
representatives from each of the key constituent groups involved with or affected by the
state’s Medicaid prescription drug initiatives – beneficiaries, manufacturers, providers,
pharmacists and state legislators. As noted previously, DCH and the State of Michigan
declined to participate in the case study due to concerns about the ongoing litigation.
Interviewees provided perspectives on: (1) the process by which the state authorized and
developed the MPPL; (2) the impact the MPPL has had or is expected to have on
beneficiaries; and (3) the state’s implementation of the program. In addition, a subsample of interviewees were interviewed twice to gain an update on the implementation
of the MPPL five months after the program went into effect. Table 1 provides an
overview of the perspectives offered by case study interviewees.
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Table 1. Overview of Stakeholder Perspectives on the MPPL
Beneficiary Perspectives
A. Process
o The P&T Committee lacked appropriate representation of beneficiary interests.
o The beneficiary voice was absent from the state’s planning process.
B. MPPL
o Prior authorization programs restrict access to necessary prescription drugs.
o The lack of an exemption for mental health drugs and/or mental health patients puts
vulnerable beneficiaries at increased risk.
C. Implementation
o The program was poorly implemented with little communication between the Department and
beneficiaries.
o Details about the program (such as start dates and the composition of the MPPL itself)
changed “constantly” in the beginning months, creating “utter chaos” to the detriment of
beneficiaries.
D. Implementation Update
o Though call-waiting times for prior authorization improved relative to the initial weeks of the
program, several problems persist: misunderstanding of grandfathered mental health drugs;
inconsistent dispensing of 72-hour emergency supplies of drugs subject to prior authorization;
failure to notify beneficiaries of rights to appeal prior authorization denials; and inadequate
and inconsistent communication with providers about their right to appeal denials to the state.

Manufacturer Perspectives
A. Process
o The program was created unconstitutionally (crux of PhRMA lawsuit against DCH).
B. MPPL
o Prior authorization programs restrict access to necessary prescription drugs.
C. Implementation
o There were no negotiations between the state and the manufacturers. The state dictated prices
and gave manufacturers no advance information about rebate requirements.

Provider Perspectives
A. MPPL
o Administrative nurses see an increase in paperwork requesting prior authorization, detracting
from clinical care.
B. Implementation
o The Department failed to communicate program details effectively to providers.
o The state’s prior authorization forms and general information about the MPPL were not easily
accessible on the First Health Website, resulting in wasted administrative time.
C. Implementation Update
o The added administrative burden of the state’s new program is causing some mental health
providers in parts of the state to refuse care to Medicaid patients.
o While the time to obtain a prior authorization from First Health has decreased relative to the
initial implementation of the MPPL, the overall prior authorization process is still
“frustrating.”
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Table 1. Overview of Stakeholder Perspectives on the MPPL
Pharmacist Perspectives
A. Process
o Meeting only two times over a 30-45 day period to develop the MPPL, the P&T Committee
was too rushed to perform an adequate clinical review of 40 classes of drugs.
B. MPPL
o MPPL is more restrictive than some private sector formularies.
o Independent review found that the MPPL is overly restrictive in the cardiac, anti-depressant
and diabetes drug classes.
o The MPPL creates additional work for pharmacists with no financial compensation; however,
it is the ‘lesser of two evils’, compared to a plan to lower ingredient costs or dispensing fees.
o Long-term care patients are not exempt, and the formulary does not appropriately account for
the needs of elderly patients.
C. Implementation
o The Department’s communication of program details to pharmacists was inadequate.
o Some pharmacists were not supplying the 72-hour emergency supply out of fear that prior
authorization will eventually be denied.
D. Implementation Update
o Though obtaining prior authorization from First Health has become relatively easier,
providers and beneficiaries continue to have problems with the MPPL.

Legislative Perspectives
A. Process
o Program was meant as a “wake-up call” to manufacturers.
B. Implementation
o “The program is running but not functioning.” (April 2002)
o Communication between the Department and interested parties (providers, beneficiaries,
pharmacists) was poor when first implementing the program.

A.
•

Stakeholder Perspectives on the Process by Which the MPPL Was
Authorized

Fearing opposition from the pharmaceutical industry, the state developed
the plan for the MPPL “behind closed doors,” seeking virtually no input
from providers, pharmacists, beneficiaries, and manufacturers.

One interviewee from the legislature said that sending the 2001 appropriations bill to a
conference committee was a tactical move by certain legislators to create a setting where
changes to the Medicaid pharmacy plan would be made without the influence of
manufacturer lobbyists. A spokeswoman for the Department, whose representatives
participated in the conference committee discussions, stated “[I]t was done quietly
because we wanted to be able to put forward a sound plan without that line of lobbyists
trying to shape the plan in their best interests.”42

42

Durbin D. “State releases new Medicaid drug list, raising drug companies ire,” Associated Press
Newswires, December 7, 2001.
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Advocacy groups and other health care constituents were given no indication that
language authorizing far-reaching changes to the Medicaid pharmacy program would
come out of the conference committee, and thus did not focus on the proceedings. As
described above, the only difference between the House and Senate versions of the
appropriations bills sent to the committee was language in the Senate bill prohibiting the
state from using therapeutic substitution in the Medicaid program. The small discrepancy
failed to attract the attention of most beneficiaries, providers, pharmacists, and
manufacturers.
Because the final bill omitted the longstanding prohibition against prior authorization,
some beneficiary advocacy groups, according to one interviewee, became concerned that
the Department would propose a Medicaid preferred drug list. The groups, however, had
no time to act upon these concerns during the legislative discussions, largely because PA
60 was signed into law swiftly after agreement in the conference committee.
Additionally, advocates realized that the odds of either chamber rejecting a conference
committee report in July, when little information was available about type of pharmacy
program changes the Department would propose, were minimal.
Interviewees from the legislature said that the state was successful in its attempt to
develop changes to the Medicaid pharmacy program on a fast timeline without the
influence of outside constituent groups. According to one interviewee, the Department
convinced the conference committee to adopt the language in PA 60 “late at night,”
promising nearly $43 million in program savings.
Despite the speed with which the provision was adopted, another interviewee said that the
quick time to enactment and the failure to consult with outside parties on the legislation
eventually caused more problems for the Department when it ultimately began to
implement the MPPL. Speaking to the press, a legislator noted that “Everyone who has
an ax to grind wasn’t given a chance to grind it earlier…the state could have saved the
headache of the [PhRMA] lawsuit by inviting all interested parties to develop the law.”43
One of the counts in the PhRMA lawsuit in Michigan court specifically contested the
process by which the legislature authorized the Department to develop the MPPL. As
described above, PhRMA claimed that the MPPL was not valid under the separation of
powers clause in Michigan’s Constitution of 1963. The approval of the pharmacy plan
rested solely upon the decisions of four legislators, while the Constitution states, “no bill
shall become a law without the concurrence of a majority of the members elected to and
serving in each house.”44
•

43

The Department did not consult stakeholders when it developed the
proposed changes to the Medicaid pharmacy program. The first

Durbin D. “Schwarz proposing changes to Medicaid prescription drug program,” Associated Press
Newswires, February 19, 2002.
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Filed November 30, 2001.
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opportunity that beneficiaries, providers, and manufacturers had to react to
the program was when the Department submitted the plan to the legislature.
On October 2, 2001, the Department issued a notice of proposed policy that was open to
public comment for a period of one month. The notice contained only general
information about the proposed Medicaid prior authorization program. Providers,
manufacturers, and beneficiary groups responded to the notice, “flooding” the
Department with appeals to refrain from or at least significantly improve upon its planned
program. For example, Michigan Partners for Patient Advocacy, a coalition that
advocates on behalf of the rights of managed care patients submitted public comments
recommending that: (1) the state make the prior authorization process less bureaucratic
and more responsive to prescribing physicians; (2) the legislature conduct an
“examination and determination of populations to be exempt from preauthorization”; and
(3) the outcomes and effects of preauthorization be tracked. Another physician group
urged legislators to “postpone authorizing the department to move forward on sweeping
pharmacy changes until that policy is better articulated and until public and independent
physician review and input is assured.”
Interviewees expressed alarm that the Department did not give significant consideration
to recommendations received through the public notice process. According to the
interviewees, the comment period was “meaningless,” as “everyone knew these
comments would be ignored.” One beneficiary advocate contended that only a single
legislator responded to stakeholder comments and that “no answers to questions were
given, no public meeting was held, no acknowledgement of the concerns was
communicated and no amendments of the policy appeared in the final version [of the
program].”
While many beneficiary groups communicated their opposition to the program to the
media and legislature, some interviewees said they were hesitant to advocate too publicly
against the Department’s program. Two organizations said the state had a history of
“holding grudges” against groups that oppose its decisions, a particularly important
concern to organizations whose constituents receive benefits or funding from the state.
Some groups consequently chose to try to negotiate with the Department rather than
publicly oppose the MPPL, hoping to protect other programs of importance to them.
•

In the end, the Department made few changes to the final Preferred Product
List in response to provider and beneficiary pressure.

Many interviewees said that they were “powerless” to affect both the Department’s
process of developing the MPPL as well as the contents of the final MPPL. The few
changes the Department did make on the final list of drugs included the addition of
Humalog, a drug prescribed to treat juvenile diabetes.45 After the therapies of hundreds
of children were altered, one interviewee explained that pediatricians and patients’
families threatened to publicize adverse effects on patients through the media unless
Humalog was added to the MPPL. Similarly, complaints from providers in nursing
45

Initially Humalog, a drug used to treat juvenile diabetes, was not on the preferred product list.
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homes led to preferred status for Duragesic patches,46 which were initially excluded from
the MPPL.
Mental health advocates, who were particularly vocal in their opposition to subjecting
beneficiaries with mental illness to the prior authorization process, failed to obtain an
exemption of all mental health drugs and gained only a grandfather clause for patients
taking atypical antipsychotics at the time of implementation. One advocate called this
clause “insignificant” because it affects only two percent of mental health drugs
prescribed to beneficiaries.
•

Beneficiaries and pharmacists expressed concern that several members of
the P&T Committee had ties to the Department and that the Committee’s
timeframe to select drugs for the list was particularly aggressive.

The P&T Committee is composed of five pharmacists and six physicians, all of who were
appointed by the Governor.47 Advocates raised concerns about potential conflicts of
interest given that, at the time of their appointment, a number of the Committee members
were reportedly employees of or consultants to the Department. Furthermore, there were
several complaints that no beneficiary representatives were named to the P&T
Committee. While the Department did not participate in the case study, a Department
representative did comment on the Committee’s membership to the press, stating, “[T]he
way [the P&T Committee is] designed right now, it does not include paid lobbyists.
These are all top-notch people. These are all people with impeccable credentials.”48
One pharmacist expressed concern about the short amount of time given to the P&T
Committee to develop the MPPL. The individual thought that two meetings within a 30
to 45 day period was simply “not enough time” to develop a preferred drug list.
B.
•

Stakeholder Perspectives on the MPPL

Providers, beneficiaries, manufacturers, and pharmacists expressed concern
that the most vulnerable Medicaid beneficiaries were not exempt from the
MPPL and could therefore be harmed.

Many interviewees expressed concern that the beneficiary groups and categories of drugs
subject to the MPPL were considerably more restrictive than the State of Florida’s
Medicaid preferred drug list, which was initiated in mid-2001. As described above, the
main group of beneficiaries in Michigan to receive an exemption of any sort from the
prior authorization process were those taking specific mental health drugs (i.e., atypical
antipsychotics) at the time the MPPL was implemented. By contrast, Florida exempted
all mental health drugs (including antipsychotics, antidepressants, and anticonvulsants)
and all HIV/AIDS antiretroviral drugs from the state’s PDL. In addition, Florida
46
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exempted all Medicaid beneficiaries who resided in institutions from the PDL. The
broader range of drugs and patients subject to the MPPL created concern among
beneficiary and other groups that some of the more vulnerable groups of Medicaid
beneficiaries would have difficulty accessing medications critical to their health.
Interviewees also raised concerns that seniors are “bearing a tremendous brunt of the new
program in Michigan.” Governor Engler reported to the press that there were 165,000
seniors in the state’s Medicaid fee-for-service program.49 Thus, approximately half of the
Medicaid fee-for-service beneficiaries affected by the MPPL are seniors, who tend to
require more prescription drugs than other populations.
•

Although some pharmacists said the MPPL was not particularly exclusive,
an analysis of the preferred drug list found that it is more restrictive in
certain therapeutic categories than other pharmacy benefit plans.

The study team conducted an assessment of the prior authorization program under the
MPPL and compared it to select private sector formularies in Michigan and to Florida’s
Medicaid preferred drug list. The private sector formularies in Michigan include a
Medicaid managed care plan and two plans available to Michigan state employees. (The
analysis is included in Appendix I.)
The MPPL requires beneficiaries to obtain prior authorization for 29 of the top 100 brand
name pharmaceuticals by number of prescriptions nationally. As Table 2 indicates, this
number is higher than the prior authorization requirements of the comparison plans. This
discrepancy diminishes somewhat when the MPPL is measured against plans that require
either prior authorization or a higher co-payment for non-preferred products. (The
Medicaid program is more limited in authority to require high (or significantly higher)
copayments for one product compared to another.)
Table 2. Comparison of Products Subject to Prior Authorization Under
Medicaid and Other PDLs or Formularies

PDL/Formulary
Michigan Preferred Product List
Florida Medicaid PDL
Priority Health (Medicaid HMO)
Blue Cross Blue Shield Michigan*
Physicians Health Plan of Mid-Michigan*
*Plan available to Michigan state employees.

Number of the Top 100 Most
Prescribed Drugs Nationally That Require:
Prior Authorization
Prior Authorization
or Higher Co-Pay
29
29
12
12
19
19
11
25
2
24
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Additional analysis indicates that the MPPL may be more restrictive than other plans in
particular classes of medications: cardiac, antidepressant, and diabetes treatments. Table
3 shows a comparison of the plans in these categories.
Table 3. Comparison of Products Subject to Prior
Authorization in Three Therapeutic Categories

PDL/Formulary
Michigan Preferred Product List
Florida Medicaid PDL
Priority Health (Medicaid HMO)
Blue Cross Blue Shield Michigan*
Physicians Health Plan of Mid-Michigan*
*Plan available to Michigan state employees.

Number of the Top 100 Most
Prescribed Drugs Nationally That Require Prior
Authorization (or Higher Co-pay)
CardiacAntidepressantsDiabetes17 total in the top 7 total in the top
9 total in the top
100 drugs
100 drugs
100 drugs
7 (7)
5 (5)
4 (4)
1 (1)
0 (0)
2 (2)
3 (3)
5 (5)
0 (0)
5 (9)
1 (2)
0 (1)
0 (6)
1 (2)
0 (0)

In the cardiac class, most of Michigan’s restricted drugs are used to treat hypertension
and/or heart disease. While there are many alternatives to these agents on the MPPL, two
popular angiotension receptor blockers (ARBs) are excluded – Diovan and Avapro. The
ARBs have a better side effect profile than the ACE inhibitors they replace. Also, ARBs
may have broader therapeutic actions50 and performance benefits over traditional
therapy.51
Restricting the number of antidepressants could delay access to the best medications for
any given beneficiary. Approximately 30 percent of patients do not respond to the
antidepressant initially prescribed to them, while approximately 70 percent of patients
who initially respond to a particular antidepressant relapse and require a different drug.
The diabetes drugs restricted from the MPPL include two Humulin insulins, which are
replaced by Novolin insulins, and two oral agents used by Type II diabetics. While the
MPPL provides adequate therapeutic replacements for the drugs omitted from the
diabetes category, requiring diabetic patients to switch longstanding therapies presents
potential safety and compliance issues. Because drug compliance is critical to diabetes
management, once a patient has developed a routine for acquiring and taking particular
medications, a change in therapy can pose a significant and potentially harmful
disruption.
•

50

Long-term care pharmacists raised specific concerns about the health of
nursing home residents, who are subject to the MPPL.
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Since long-term care patients are not exempt from Michigan’s policy, Medicaid-covered
nursing home residents must obtain prior authorization in the same manner as noninstitutionalized patients in the community. Representatives from the long-term care
pharmacy industry, which supplies drugs to patients in nursing homes, explained the
specific challenge of managing the medication therapy of residents who shift from
coverage under Medicare to Medicaid during a stay in an institution. When an elderly or
disabled patient is admitted to a nursing home, the patient is often covered by Medicare,
which pays for the patient’s prescription drug expenses. After approximately one
hundred days, however, Medicare coverage ends, and many patients shift to Medicaid,
which pays for the remainder of the stay in the facility.
The long-term care industry raised concerns about the MPPL related to beneficiary health
and to the potential financial consequences of the program. As patients shift from
Medicare to Medicaid, the new Medicaid prior authorization requirement could disrupt
stable drug regimens. Such disruptions could be particularly challenging for nursing
home patients, who take an average of seven medications per day, 52 and could be
particularly dangerous for residents who have been stabilized on a mental health product
not included on the MPPL.
From a financial standpoint, long-term care pharmacies are concerned that they will not
receive adequate notice before a patient shifts from Medicare to Medicaid. Pharmacies
could administer a drug for up to two to three days after Medicare coverage ended, but
before Medicaid prior authorization is granted. If the authorization request is denied, the
pharmacy may not receive payment for drugs already dispensed.
C.

Stakeholder Perspectives on the Implementation of the MPPL

•

Interviewees consistently voiced concern that the MPPL was poorly
implemented and created confusion for beneficiaries, providers, and
pharmacists.

DCH changed implementation dates for the new prior authorization program three times:
from December 1, to January 14, to February 1, and finally to February 25. Constituent
groups said that the changing implementation dates created confusion and levied a heavy
administrative burden on individuals involved with the Medicaid fee-for-service program.
Inconsistent communication by the Department with beneficiaries and providers was
particularly problematic for stakeholders. At the end of January, the Department sent
letters to beneficiaries informing them that their drug coverage would change on
February 1, 2002. The letter encouraged patients to contact their physicians if they were
taking any drugs on an attached list that indicated prior authorization would begin on
February 1. Although providers had not yet been notified of the implementation date,
many who read patients’ letters began to request prior authorization on February 1.
Many providers complained that their offices were put on hold for up to three hours with
52
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the claims administrator, and that their prior authorization forms met “jammed fax
machines.” Two weeks later, the Department sent a letter to providers stating that the
February 1 date initiated a testing period, and that “prior authorization [would] not be
required to fill prescriptions until at least February 25, 2002.”53
Beneficiary advocates raised concerns that notices sent to beneficiaries about the program
were not individualized, provided no meaningful information, and provided no lead time
before the program change was to take effect. As described above, providers and
pharmacists often did not receive the same information as beneficiaries about the
program. As a result, advocates contended that many consumers were unnecessarily
denied new prescriptions and refills during the changing implementation periods.
Interviewees from the legislature noted that the implementation of the program was less
than optimal. “Some mistakes were made,” said one individual a few months after the
program launch, while another interviewee observed at the same time that the program
was “running now, but not functioning.”
Some interviewees offered explanations for the state’s implementation challenges and its
failure to secure implementation dates initially. They cited the challenge of PhRMA’s
litigation and the state’s aggressive implementation timeframe. The interruptions from
the lawsuit also made it difficult for the Department to inform providers and beneficiaries
adequately about details of the MPPL. Other interviewees said that the Department
experienced high levels of staff turnover at the time the program was launched. Both the
Medicaid director and the staff member who oversaw the MPPL departed before the
program was implemented. Finally, many cited communication failures and inadequate
staffing within the Department and the state’s claims administrator at the time of program
launch.
•

Manufacturers complained about the Department’s process to obtain
supplemental rebates and expressed concern that the final MPPL
compromised quality of care for beneficiaries.

According to interviewees, the state did not consult manufacturers when it developed the
supplemental rebate bidding process. Manufacturers said that the best-in-class pricing
system left no room for negotiation and that the timeframe for responding to the
Department’s rebate request – ten days – was insufficient.
Manufacturers also expressed concern that the final MPPL could harm beneficiaries by
restricting access to critical medications. A spokesman for Johnson & Johnson, one of
the companies that initially refused to participate in the MPPL rebate process, told The
Wall Street Journal that “the company decided not to participate because of the ‘very
onerous’ curbs [the MPPL] puts on physicians’ ability to choose drugs, which in turn
could diminish the quality of care.” 54
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•

The MPPL changed constantly during the first few months of
implementation and the Department did not communicate these changes
effectively.

As noted above, after the original MPPL was released, some constituent groups raised
clinical concerns that led to changes to the list. Some manufacturers who initially did not
offer supplemental rebates later renegotiated with the state to have their products
subsequently included on the list. Many interviewees, especially provider and
beneficiary representatives, explained that in the beginning months of the program, the
list changed “constantly,” leaving them no clear sense of all the drugs requiring prior
authorization.
The interviewees said that the Department did not communicate these changes effectively
to providers and beneficiaries. For example, as of May 2002, the Department had mailed
only one drug list to providers, while the Department regularly released “Pen & Ink”
updates to the list on the claims administrator’s website after changes were made.
Keeping track of the most current MPPL placed an administrative burden on providers,
which they believed detracted from patient time. Interviewees said the task also led to
patients being denied necessary medications.
•

Initially, clinicians reported that the prior authorization process was so
burdensome and time-consuming that, in some cases, beneficiaries were
harmed.

In addition to the need to maintain up-to-date lists of the preferred drugs by themselves,
many interviewees cited other problems with the MPPL that increased providers’
administrative costs and potentially led to patient harm. For example, interviewees said
that prior authorization forms and information about the program were difficult to locate
on the claims administrator’s website, and that the time needed to obtain prior
authorization could be unnecessarily long.
Interviewees identified examples of patients who suffered due to programmatic miscues.
An interviewee from a physicians group said that the increase in administrative tasks as a
result of prior authorization caused some psychiatrists in remote areas of the state to stop
seeing Medicaid patients altogether. A pharmacist reported that several mental health
patients who were released from the hospital had to be re-admitted due to difficulty
obtaining medications that required prior authorization. In the case described below, the
wait time to obtain a prior authorization led to the hospitalization of a person with HIV.
Provider Anecdote from Michigan HIV/AIDS Clinic
A nurse practitioner with the authority to prescribe drugs provided the following story about a patient at a
Michigan HIV/AIDS clinic who was hospitalized as a result of a delay in the dispensing of a medication
subject to prior authorization under the MPPL.
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Day 1
•

Diagnosis. The patient, a 29 year-old HIV-positive female, went to a hospital emergency room with
chest pains. Tests in the ER indicated that she had oral candidiasis, a common fungal infection in
patients with depleted T-cells. The pain in the patient’s chest indicated that the infection was
spreading to her esophagus.

•

Treatment Prescribed. A physician in the ER wrote 10-day prescriptions for four medications,
including the anti-fungal medication, Diflucan. When she went to a pharmacy to fill the prescriptions,
the pharmacist informed her that the prescription for Diflucan required prior authorization. The patient
called her regular provider – the nurse practitioner interviewed for the case study – and left a message
explaining the situation.

Day 2
•

Problems with Prior Authorization. After exchanging messages with the patient over the course of a
day, the nurse practitioner finally received the information necessary to make a prior authorization
request for the Diflucan. The nurse practitioner called in the prior authorization request to the state’s
claims administrator. After holding for approximately fifteen minutes, a pharmacy technician asked
the practitioner a series of routine questions. The technician asked the nurse practitioner to first try a
different medication (one that is not used for patients who are HIV-positive) and then a lower dose of
Diflucan (which is only appropriate when treating another type of infection). Because the technician
did not have adequate knowledge of the therapy, the nurse practitioner requested to be transferred to a
pharmacist. After being placed on hold for another 15 minutes, the pharmacist approved the prior
authorization request. The nurse practitioner informed the patient that the prescription was approved.

Day 3
•

Prior Authorization Not Received by the Pharmacy. The nurse practitioner received a message
from the pharmacy where the patient tried to fill the prescription. The message said that the prior
authorization for the Diflucan had not been received. By the time the nurse practitioner received the
message, however, the pharmacy was closed.

Day 4

•

Hospitalization. The nurse practitioner called the pharmacy, urging the pharmacist to “just give her
the pills,” assuring them that “they will get paid.” The nurse practitioner called the claims
administrator and was informed that a database error had prevented the pharmacy from receiving the
prior authorization approval notification. When the problem was resolved, the nurse practitioner called
the patient to inform her that the drug was approved. By that time, however, the patient had been
readmitted to the hospital suffering from a fungal infection of the esophagus. The patient spent four
days in the hospital, receiving Diflucan intravenously. Medicaid covered the cost of the
hospitalization.

Beneficiary advocates also explained the harm to consumers as a result of the
Department’s “fail first” provision in the program. While we did not have access to the
list of criteria used to evaluate prior authorization requests, interviewees noted that in
some cases, beneficiaries must first fail on one or two medications before receiving a
prescription for a drug not included on the MPPL. Medicaid providers reported this
access barrier and its resulting patient harm to the MPPL hotline described below.
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Interviewee anecdotes also highlighted the risks of taking patients off medications that
had effectively stabilized their conditions. The regularity with which this occurred –
especially in the early weeks of the program when there was significant confusion about
the list of drugs on and exemptions from the MPPL – led many beneficiary advocates to
charge that the Department was “completely uninformed” about the inherent dangers of
“switching.”
Pharmacy interviewees described another problem with the new prior authorization
process that could lead to adverse consequences for beneficiaries. When a drug requires
prior authorization, pharmacists must decide whether to dispense a 72-hour emergency
supply of the medication. Pharmacists raised concerns that if the drug is eventually
denied, it could be detrimental to the patient’s health to begin taking the product in the
first place, only to be denied and removed from the treatment a few days later. This is
particularly true for antibiotics. Pharmacists also worry that they may not be
compensated for dispensing a drug that may be eventually denied to Medicaid patients.
•

A hotline established by beneficiary groups to track patient and provider
complaints about the MPPL identified several areas of concern with the
program.

The Michigan Association for Children with Emotional Disorders and the Mental Health
Association in Michigan began a toll-free phone line on April 22, 2002 to receive
consumer and provider comments about the MPPL and the prior authorization process.
Over an eight-week period, 455 calls were received, 360 from consumers or their family
members, and 95 from providers. The groups prepared a report summarizing the results
of the hotline during this period. 55
The report found several problems with the program. Two-thirds of the calls from
beneficiaries reported that the MPPL caused delays, denials, or substitutions of nonpreferred pharmaceutical products, which adversely affected beneficiaries. Examples of
negative consequences included subsequent hospitalizations, allergic reactions to new
drugs, an ineffective or less effective replacement drug, and low or no tolerance of a new
product form. Issues related to mental health, cardiovascular, or diabetes drugs were
raised by 60 percent of the consumers who reported their conditions when they responded
to the hotline. (These are the same therapeutic categories of the MPPL found by the
analysis above to be more restrictive than other comparable PDLs or formularies.)
The primary complaints from provider callers raised concerns that the MPPL was
confusing and time consuming, and that it detracted from patient care. One provider who
responded to the hotline said, “It is taking too much of our time with all of the
paperwork. We’ve had to hire two additional people just to keep up with it.”56
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D.
•

Stakeholder Perspectives on the Operation of the Program Several
Months After Initial Implementation

Several months after implementation, beneficiaries, providers, and
pharmacists reported that the process to obtain prior authorization had
become somewhat easier.

A group of providers, beneficiary advocates and pharmacists interviewed immediately
following the launch of the MPPL were contacted a second time to obtain an update on
their perspectives about the implementation of the MPPL. Although all the providers
contacted for the case study complained about the prior authorization process following
the initial implementation, concerns about the program had lessened by the time of the
follow-up interviews (approximately four months later). All said that wait times to
receive prior authorization – including the initial call (waiting to speak with a
representative from the claims administrator and then the actual time spent talking to
technicians and pharmacists) had decreased, and that the program had generally become
less cumbersome. Pharmacists said that the process was “running more smoothly” at the
later date. A few provider and beneficiary interviewees hypothesized that the improved
outlook on the MPPL was “only relative to the utter chaos surrounding the program’s
inception.” Others speculated that they were simply “becoming more accustomed to the
process.”
•

Despite improvements in the process, several problems persisted and new
problems emerged.

Beneficiary advocates reported that major problems still surrounded the MPPL. A
mental health beneficiary advocate explained that, while actual time on the phone had
decreased, it still took an unusually long time – up to three hours in some instances – to
prepare the documentation necessary to receive prior authorization. Many advocates
were also concerned about the failure of the Department to notify beneficiaries and
providers of the right to appeal prior authorization denials. While the Department has
stated that treating physicians can appeal a prior authorization denial to a Department
physician, a beneficiary advocate explained that “there [has been] no written explanation
of or policy describing the physician review…physicians calling First Health for approval
are not informed of the appeal [opportunity].” From the beneficiaries’ perspective,
advocates said that, despite numerous requests, the Department failed to provide notice of
consumers’ right to appeal prior authorization denials as well as guidelines for handling
such an appeal.
Other issues that remained problematic for beneficiaries included confusion about the
grandfathered mental health drugs, and inconsistent dispensing of a 72-hour drug supply
in emergency situations while prior authorization is pending. A few beneficiary
advocates identified multiple instances where Medicaid patients who qualified for the
grandfather provision encountered problems at the pharmacy and were unable to continue
their medications. Several interviewees reported the failure of pharmacists to dispense a
72-hour supply required by Medicaid law. One individual claimed, “there has been no
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effort by [the Department] to ensure that this procedure is followed,” despite the fact that
the emergency supply can be critical to a patient while a prior authorization request is
pending.
Providers also expressed concerns about the MPPL during the follow-up interviews. A
physician who managed a large HIV/AIDS clinic found that the clinic’s administrative
time had increased by 3-4 percent since the implementation of the MPPL. A psychiatrist
in northern Michigan claimed that primary care providers in the region stopped accepting
new mental health patients due to the cumbersome prior authorization process necessary
to prescribe certain medications under the MPPL. Another provider questioned why the
prior authorization process was necessary, given that the provider’s practice had never
been denied a prior authorization request. Finally, interviewees claimed that providers
had not yet received written information on prescribers’ grievance procedures and on
how a prescriber can officially declare a medication “medically necessary” for a given
beneficiary.
Finally, pharmacists identified persistent problems with the MPPL. One pharmacist said
that communication between the Department and Medicaid stakeholders remained poor.
Physicians and pharmacists, according to one pharmacist, continued to have difficulty
obtaining updates about the MPPL. The claims administrator’s website continued to be
“difficult and confusing,” and most providers did not discover new additions to the
MPPL until manufacturer representatives brought them to their attention.
VII.

Concluding Observations

The State of Michigan established the Michigan Pharmaceutical Product List – a
significant restructuring of the Medicaid prescription drug benefit – in order to respond to
cost growth in the Medicaid program and to mitigate the state’s projected budget deficit.
Many other states face similar fiscal challenges in Medicaid or the state budget at large
and are considering a range of options to trim spending and address looming budget gaps.
The growth in prescription drug costs has led many states to contemplate large reforms or
targeted spending reductions in the Medicaid pharmacy benefit.
As the second state to adopt a comprehensive preferred drug list in Medicaid recently –
Florida instituted a PDL in mid-2001 – Michigan’s experience has been and will continue
to be watched closely by other states already pursuing or considering similar approaches.
A number of observations and implications emerge from the establishment of the MPPL
– both for Michigan and for other state and national policymakers.
Authorization and Development of the MPPL
•

The process by which the Michigan legislature and DCH authorized and
established the MPPL generally excluded the views of key stakeholders in the
Medicaid prescription drug benefit – particularly Medicaid beneficiaries.
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The Michigan legislature authorized the creation of the MPPL through a quiet procedural
move designed to avoid extensive public deliberation on the details of changes in the
Medicaid prescription drug benefit. Final authorization emerged only from a conference
committee on the appropriations bill for the Department, and the final provision was
almost entirely different from versions passed in the House and Senate.
In the absence of formal committee hearings or an open legislative process featuring
debate and amendments to a proposed bill, beneficiary groups and other key stakeholders
had little opportunity to present their viewpoints about the program, or to shape the final
outcome of the authorization for the MPPL. Only closed negotiations between the House
and Senate appropriations subcommittees on community health and the Department
transpired.
The legislature may have taken this approach in order to circumvent the stiff opposition it
anticipated from pharmaceutical manufacturers. Nevertheless, it foreclosed an important
avenue for stakeholders to participate in the policymaking process and to advocate for
changes that would take into account the needs of the beneficiary population.
Upon developing the MPPL, DCH did provide an opportunity for the public to comment
on the plan, but comments were solicited only after the plan had been developed and
implementation had been initiated, and no meaningful responses were given to the
comments. Stakeholders were not given an opportunity to raise issues up-front or shape
the development of approaches responsive to the interests of the beneficiary community
and others. Key issues to beneficiaries included the selection of therapeutic categories
and specific drugs for the MPPL, the structure of the prior authorization process,
exemption policies related to specific beneficiaries (or categories of beneficiaries), and
exemption policies related to specific drugs or categories of drugs.
The general exclusion of stakeholders from the policy development process engendered
discontentment, isolation, and ultimately opposition to DCH’s plan in the form of a
lawsuit, formal complaints to legislators, and negative media coverage. Future efforts in
Michigan and other states to refine or initiate PDLs would benefit from inclusive
processes that give beneficiaries and other stakeholders the opportunity to express their
positions and to participate more fully in the policymaking process.
Implementation of the MPPL
•

Implementation of the MPPL did not go smoothly, in part due to the state’s
rapid institution of the program, legal action against the program, and the
lack of administrative capacity and appropriate planning to handle the new
prior authorization system.

Prior to 2001, Michigan’s Medicaid program was expressly forbidden from establishing
prior authorization requirements on single-source drugs (branded products with no
generic competition). In 2001, the state changed course. To alleviate the state’s fiscal
pressures, the legislature ended the prohibition on prior authorization and directed DCH
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to propose pharmacy policy changes based on best practices in the private sector, clearing
the way for Michigan to pursue a significantly remodeled prescription drug benefit
centered for the first time on prior authorization.
The legislative committees that gave DCH permission to consider Medicaid prescription
drug policies based on prior authorization and supplemental rebates did so with the
expectation that the program changes would yield $43 million in savings in the state’s
fiscal year. The legislature reduced the amount of the appropriation for Medicaid to
account for the projected prescription drug savings.57
The combination of the state’s desire to institute the program rapidly in order to achieve
the mandated level of savings in SFY2002, plus DCH’s relative inexperience with a
large-scale prior authorization system created several problems in the establishment and
implementation of the MPPL.
•

The P&T Committee was forced to make recommendations about the therapeutic
categories and the specific drugs to be included on the MPPL in a very short
amount of time. One interviewee said that the schedule proposed by DCH gave
the P&T Committee insufficient time to make considered, well-informed choices
about the products on the MPPL.

•

With limited prior authorization infrastructure from which to initiate the program,
the state had to develop and implement many of the operational details of prior
authorization. Upon implementation, the state’s vendor was faced with an influx
of calls and inquiries that appeared to exceed its capacity.

•

The lawsuit filed by PhRMA in Michigan court to halt the MPPL led to delays in
the implementation of the program, which hindered the state and its vendor and
exacerbated beneficiary and provider misunderstanding of the MPPL and the new
prior authorization process.

•

Because of the problems with the prior authorization process, physicians were
forced to allocate additional administrative resources both to learn the new system
and to endure extended waiting periods for prior authorization from the vendor.
Pharmacies often had to follow up on prior authorization issues when physicians
had not successfully navigated the system. Beneficiaries often had to wait
extended periods to get prescriptions filled and some went without medications.

By the accounts of all individuals interviewed for the case study, the initial
implementation of the MPPL was disorganized and chaotic, and there were reports from
clinicians that it resulted in harm to some beneficiaries. Individuals who participated in
57
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the second round of interviews for the case study reported that some of the initial
problems with the prior authorization system had dissipated somewhat, but others
remained or new problems had developed.
Michigan’s experience in implementing the MPPL holds important lessons for other
states. Careful assessments of existing state resources and capacity are necessary to plan
accordingly for successful policy implementation. Potential strategies include staffing up
(or contracting out to vendors) to accommodate the influx of calls that will result from
new prior authorization requirements, or rolling out therapeutic categories subject to the
PDL requirements incrementally. Even though the state rolled out therapeutic categories
incrementally, Michigan’s timeframe was especially aggressive compared to other states
that have implemented preferred drug lists. For example, Illinois rolled out thirty-two
therapeutic classes of drugs over the span of seven months, while Michigan’s MPPL of
forty-four classes was rolled out in one month.
Communication of Program Requirements
•

Michigan did not inform physicians, pharmacies, and beneficiaries
adequately about the goals and procedures of the MPPL, leading to
significant misunderstanding of the program’s prior authorization
requirements and delays in beneficiary access to medications.

A key specific shortcoming of both the policy development process and the
implementation of the MPPL was the lack of effective communication by the state about
important program details. Breakdowns in communication with physicians, pharmacists,
and beneficiaries led to confusion about the timing and requirements of the MPPL. For
example:
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•

DCH ultimately announced four different starting dates for the MPPL. The
repeated changes and delays created uncertainty about the true implementation
date of the MPPL and left many providers and beneficiaries unprepared when the
program was finally initiated.

•

Information about how the prior authorization process worked was not adequately
distributed or explained to providers, and the vendor’s website – which contained
forms necessary for prior authorization – was difficult to navigate, causing
physicians significant problems and delays in getting approval for drugs not on
the MPPL. Physicians apparently still do not have adequate information about
how to appeal prior authorization denials to the state.

•

Information on the preferred drug list itself was not easily available, owing to the
“pen and ink” process the state used to revise the MPPL, and to the difficulty in
accessing the list from the state or the vendor’s website. Consequently, many
physicians were unaware if prior authorization was required for prescriptions they
wrote in the early stages of the program’s implementation.

•

Several interviewees expressed concern that pharmacists were unaware of
dispensing requirements in emergency situations. Many beneficiaries subject to
prior authorization who experienced emergencies did not receive a 72-hour supply
of medication as mandated by the Federal Medicaid statute.

Many of the problems stemming from the poor communication of program details to
beneficiaries and providers could have been avoided in two ways: First, the state could
have chosen to engage stakeholders in the policy development process much earlier.
Sooner involvement would have given beneficiaries and providers earlier notice of the
impending changes, and would have energized beneficiary and provider groups to ensure
that their members were fully aware of the operational requirements for the prior
authorization system. Second, the state could have dedicated more planning and
resources to comprehensive outreach and education efforts designed to inform
beneficiaries and providers about the requirements of the MPPL and the prior
authorization process.
Restrictiveness of the Preferred Drug List
•

The MPPL appears to be particularly restrictive in certain categories of
drugs – namely mental health, cardiac, and diabetes treatments. The
restrictiveness of the MPPL in these areas underscores the importance of
monitoring the program to assess the quality of care provided to Medicaid
beneficiaries.

The MPPL was developed by a P&T Committee appointed by the Governor. The
Committee consists of 6 physicians and 5 pharmacists. To ensure adequate access, the
MPPL calls for at least two products in each therapeutic category to be available without
prior authorization. Any product not on the MPPL can nevertheless be accessed through
the prior authorization and appeals process.
The Medicaid statute gives beneficiaries coverage for all the FDA-approved products of
drug manufacturers who participate in the Medicaid rebate program (with exceptions for
certain products). One of the key tradeoffs associated with the adoption of private-sector
prescription management approaches in Medicaid (such as preferred drug lists) is the
elimination of unrestricted beneficiary access to prescription drugs.
In developing preferred drug lists, it is imperative for states to strike a careful balance,
ensuring that beneficiaries have ready access to an appropriate and necessary range of
pharmaceutical products while at the same time providing appropriate incentives and
controls for states to manage the prescription drug benefit and its costs. Private sector
pharmacy benefit plans face the same challenge.
It is difficult to find an absolute standard against which to judge the restrictiveness or
inclusiveness of a Medicaid preferred drug list. A comparison between the MPPL and
several other pharmacy benefit plans in Michigan, however – including the formularies of
an HMO in Michigan’s Medicaid managed care program and the leading health plan used
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by Michigan state employees – suggests that the MPPL is more restrictive in certain
categories – mental health, cardiac, and diabetes – than the other benefit plans. In these
therapeutic categories – which are fairly common and widely used – it may be more
difficult for beneficiaries in the fee-for-service Medicaid program to access specific
products than it is for patients in the Medicaid managed care program or in the state
employee health plan. The hotline established by the patient organizations received a
significant number of complaints in these categories.
The restrictiveness of the MPPL in these areas underscores the importance of monitoring
the program to assess the quality of care provided to Medicaid beneficiaries.
Other states considering PDLs should recognize the balance necessary to manage
program costs and at the same time ensure adequate beneficiary access. In developing
state PDLs, the state employee health plan or a Medicaid managed care plan could
provide an appropriate reference point with which to compare the scope of coverage of
the Medicaid PDL.
Impact on Beneficiaries
•

The MPPL changes the type of access Medicaid beneficiaries have to certain
prescription drugs. Legislation has been enacted in Michigan to require a
formal evaluation of the program’s impact on beneficiaries. Such an
evaluation is necessary to determine whether Medicaid recipients are helped,
harmed, or not affected by the MPPL, and whether the MPPL leads to
changes in utilization of other health care services such as hospitalizations or
nursing home admissions.

A key concern about preferred drug lists in Medicaid is whether the restrictions on drug
access lead to adverse health consequences for beneficiaries. The concern is amplified in
Michigan, where, as noted above, the MPPL is particularly restrictive in certain
therapeutic categories. Legislation has been enacted in Michigan to require a formal
evaluation of the program’s impact on beneficiaries. Specifically, the legislation requires
the Department to report by March 15, 2003 on the impact of the MPPL on the Medicaid
community including, but not limited to, “the number of appeals used in the prior
authorization process and any reports of patients who are hospitalized because of
authorization denial.”58
Clinical evaluations that attempt to measure the impact of formularies on patient health
are both difficult and expensive to conduct. Previous studies of formularies in the private
sector have yielded inconclusive results. In evaluating the MPPL, DCH should have
access to meaningful clinical data that could promote an understanding of the MPPL’s
impact on beneficiary health. For example:

58
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Michigan Public Act 519 (2002) sec. 1622 (h).

−

An analysis of prior authorization requests and appeals, which are tracked
by the state’s vendor and DCH, could provide an understanding of the
populations and/or disease states most affected by the MPPL.

−

Hospitalizations, length of stay, emergency room visits, and office visits
for patients who have made prior authorization requests or appeals could
also be tracked.

−

DCH could perform in-depth investigations of any deaths that occur
within a year of a patient’s prior authorization request or appeal to
determine if access to medications was a contributing factor in any way.

The Department could conduct smaller-scale evaluations to help gather qualitative
evidence about the MPPL’s success. DCH could survey pharmacists and physicians to
determine their satisfaction with the MPPL, and ask providers for specific case
information to document problems. DCH could solicit feedback on a continuing basis
from beneficiaries through both surveys and face-to-face meetings. Finally, the state
could involve pre-existing quality assurance committees – such as the state’s drug
utilization review (DUR) board, mandated by the Social Security Act – to evaluate
patient and physician experiences with the new program.

43

APPENDICES

45

Appendix A: Bibliography
“Appeals court says drug program may go forward,” The Associated Press, January 17,
2002.
Caffrey A. “Michigan May Seek to Cut Costs For Drugs by Trimming Offerings,”
The Wall Street Journal, November 12, 2001.
Centers for Medicare & Medicaid Services Web site. Comprehensive Health Care
Program Fact Sheet. Available at: http://www.cms.gov/medicaid/1915b/mi11fs.asp.
Accessed October 4, 2002.
Centers for Medicare & Medicaid Services Web site. The State of Michigan 1915 (b)/(c)
Program. Available at: http://www.cms.gov/medicaid/1915b/mi1915bcfs.pdf. Accessed
October 4, 2002.
Dahlof B, et al. Cardiovascular morbidity and mortality in the Losartan Intervention For
Endpoint reduction in hypertension study (LIFE): a randomized trial against atenolol.
Lancet. 2002; 359 (9311): 995-1003.
DeGrow D and Johnson R. Letter addressed to James Haveman. November 14, 2001.
Durbin D. “Court Upholds Medicaid Prescription Plan,” AP Online, December 16, 2002.
Durbin D. “Health care advocates, Engler at odds over Medicaid spending,”
Associated Press Newswires, February 11, 2002.
Durbin D. “Judge temporarily bars new prescription program for low-income patients,”
Associated Press Newswires, January 7, 2002.
Durbin D. “Medicaid patients in Michigan dread new program designed to cut costs,”
Associated Press Newswires, January 21, 2002.
Durbin D. “Medicaid prescription plan going into effect,” Associated Press Newswires,
January 31, 2002.
Durbin D. “Michigan court to hear drug company lawsuit against program limiting
Medicaid prescriptions,” The Associated Press, December 27, 2001.
Durbin D. “Schwarz proposing changes to Medicaid prescription program,” Associated
Press Newswires, February 19, 2002.
Durbin D. “State releases new Medicaid drug list, raising drug companies ire,”
Associated Press Newswires, December 7, 2001.

46

“Engler Nearly Completes Budget Work.” Gongwer Michigan Report, Vol. 41, No. 142:
5-7. July 25, 2002.
Franklin A. “Groups say new Medicaid prescription drug plan will hurt recipients,”
The Associated Press, October 17, 2001.
Freudenheim M, Petersen M. “The Drug-Price Express Runs Into a Wall,” The New York
Times, December 23, 2001.
Gold R. “Injunction Blocks Michigan Medicine Law,” The Wall Street Journal, January
8, 2002.
Gold R. “Injunction Is Lifted On Michigan Plan To Cut Drug Costs,” The Wall Street
Journal, January 18, 2002.
Gold R. “States Battling High Drug Costs Appeal to Doctors,” The Wall Street Journal,
August 22, 2001.
Gold R, Hensley S, Caffrey A. “Pharmaceutical Industry Sues Michigan to Block
Attempt to Cut Drug Prices,” The Wall Street Journal, December 3, 2001.
Hajela D. “Twenty-nine states sue Bristol-Myers Squibb for anticompetitiveness,”
The Associated Press, December 13, 2001.
Haveman J, Department of Community Health Director. Letter addressed to Sen. Mickey
Mortimer and Rep. Joel Gougeon. September 28, 2001.
Haveman J, Department of Community Health Director. Letter addressed to
Providers/Prescribers. February 11, 2002.
Havranek EP. Primary Prevention of CHD: Nine Ways to Reduce Risk. American Family
Practice. 1999; 6:1455-66.
Hensley S, Caffrey A, Gold R. “Drug Industry Launches Plan to Block Prescribing
Limits,” The Wall Street Journal, March 11, 2002.
Kane A. “Plan to limit medicine under Medicaid killed Preferred-drug list part of bill,”
Denver Post, February 5, 2002.
Lipson DJ, Birnbaum M, Wall S, Moon M, Norton S. Health Policy for Low-Income
People in Michigan. The Urban Institute: Assessing the New Federalism. November,
1997.
Mental Health Association in Michigan and Michigan Association for Children with
Emotional Disorders, “Report on Prescription Access Hot-Line; April 22-June 14, 2002,”
June 24, 2002.

47

“Mich Court to Hear Pharma Cos. Suit Against State,” Dow Jones International News,
December 27, 2001.
Michigan Public Act 60 (2001) sec. 2204.
Michigan Public Act 519 (2002) sec. 1622 (h).
“Michigan pharmacy prices found to vary dramatically,” Reuters English News Service,
March 4, 2002.
Mortimer M. Letter to Department of Community Health. October 26, 2001.
“NAMI Opposes Michigan Move to Restrict Medicaid Access to Drugs,” PR Newswire,
November 14, 2001.
National Conference of State Legislatures, “State Budget Shortfalls at $27 Billion; 40
States Project Budget Cuts This Year,” NCSL News, April 16, 2002.
Oregon’s Practitioner-Managed Prescription Drug Plan Web site. Michigan’s
Pharmaceutical Best Practices Initiative. Available at:
http://www.oregonrx.org/OrgrxPDF/Governor's%20Conference%20presentations%20PD
F/PharmacyInitiative-%20Oregon%20October%202002%20as%20of%2010.3.02.pdf.
Accessed November 20, 2002.
Pear R, Toner R. “Amid Fiscal Crisis, Medicaid Is Facing Cuts From States,” The New
York Times, January 14, 2002.
PhRMA v. Department of Community Health. Circuit Court for the County of Ingham,
Case No. 238862. Filed November 30, 2001.
PhRMA v. Tommy G. Thompson, Secretary, US Department of Health and Human
Services. United States District Court for the District of Columbia, Case No. 02-1306.
Filed June 28, 2002.
Rawls P. “Siegelman forming commission to study health care costs,” Associated Press
Newswires, January 29, 2002.
Scott D. “Study finds wide geographic variations in prescription drug use,” Associated
Press Newswires, January 7, 2002.
“State attempts to move drug lawsuit to federal court,” The Associated Press, December
11, 2001.
“The NATION: Court Backs Michigan Drug Plan for Poor,” Los Angeles Times, January
18, 2002.

48

Tilly J, Ullman FC, Chesky J. Recent Changes in Health Policy for Low-Income People
in Michigan. The Urban Institute: Assessing the New Federalism. State Update No. 18,
March 2002.
Tobias D, Sey M. General and Psychotherapeutic Medication Use in 328 Nursing
Facilities: A Year 2000 National Survey. The Consultant Pharmacist. 2001: 54.
U.S. Food and Drug Administration, Center for Drug Evaluation and Research, “Review
Management: Priority Review Policy,” 1996.
Wheeler L. “Fla. Fails to track impact of prescription drug limits on poor,” Gannett News
Service, February 7, 2002.
Winslow R, McGinley L, Adams C. “Drug Prices --- Why they Keep Soaring ---Healing
the System: States, Insurers Find Prescription For High Costs --- Michigan’s Blue Cross
Pushes Generics, While Vermont Strong-Arms Producers --- PhRMA Fights Back
Court,” The Wall Street Journal, September 11, 2002.

49

Appendix B: Sample Interview Protocols
I.

Provider Community

General Perceptions
• What has been the provider community’s reaction to the passage of MI’s new PDL?
Why?
• Is the provider community united in their reaction to the new program?
• Did providers have a strong voice during the development of the PDL (and if
relevant, during any legislative discussions preceding the PDL)? Who represented
this voice?
• What were the key positions that the provider community advocated for during this
process?
PDL Implementation
• Are physicians familiar with the new PDL? Has the state been working to inform the
provider community about the new formulary? How?
• How comfortable do you feel with the new prior authorization program? For
example, if a physician wanted to prescribe a nucleoside reverse transcriptase
inhibitor (NRTI), a therapeutic category not included on the PDL, would s/he need
prior authorization?
• Generally, what is the physician community’s perspective on a state PDL for
Medicaid?
• Explain the prior authorization process physicians will have to go through to
prescribe a drug that is not on the formulary. How cumbersome is this process?
Impact on Beneficiaries
• How will the PDL and PA process affect your prescribing patterns? How likely will
physicians be to switch patient regimens to include PDL drugs? What impact do you
expect this to have on Medicaid patients?
• Are your patients aware of these changes in the Medicaid Rx program? What is their
reaction, or what will be their likely reaction?
Evaluation – Consideration of Beneficiaries
• What metrics regarding beneficiaries’ experiences and health outcomes should the
state track to determine the success of these new initiatives?
II.

Beneficiary Representatives

General Background
• How involved were beneficiary advocates in the development of the state’s new
PDL? Who specifically was involved in these discussions?
• What were the key positions that these representatives advocated? Explain the
rationale behind these positions.
• Which groups had similar interests to yours? Different?
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•
•

Which interests were strongest and most influential during the PDL development
process? Explain.
Are there other cost-saving measures that the beneficiary community has been
advocating for within the Medicaid Rx program?

PDL Implementation
• What about MI’s new initiative most concerns beneficiary representatives? Are all
beneficiary representatives united in these concerns? If not, which groups have a
different perspective and why?
• How restrictive is the state’s new PDL? What impact do you expect the PDL to have
on beneficiaries? What is the basis for this perception? Are all beneficiary groups
united in this concern?
• How did the state communicate the new PDL changes to the beneficiary community?
Is the beneficiary community represented on the P&T Committee?
Evaluation
• What is your understanding about how the state will evaluate the new initiative?
• Have any beneficiary representatives been involved in developing a methodology for
evaluation? If not, have beneficiary representatives made attempts to contribute to
this process?
• Do you have any other concerns or comforts with the evaluation process?
• Did you lobby the legislature? Who did you lobby?
Other States
• How likely is it that other states will begin to pursue cost-saving initiatives similar to
Michigan’s? How likely is that these states will succeed?
• What barriers will other states face in this process?
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Appendix C: Interview List
3 representatives from Michigan’s claims administration vendor
2 members of the Michigan legislature
5 beneficiary representatives
3 Medicaid providers
1 staff member of a provider group
8 pharmacy representatives
3 drug manufacturer group representatives
The Department of Community Health and the State of Michigan declined to
participate in the case study due to concerns related to the ongoing litigation against
the MPPL.
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Appendix D: Section 2204 of Public Act 60
Michigan Legislation Authorizing Changes
to the Medicaid Prescription Drug Benefit
Section 2204 of Public Act 60 of 2001 authorized the Michigan Department of Community Health to
propose changes to the Medicaid prescription drug benefit. The state used the authority to create the
Michigan Preferred Product List. The text of section 2204 is as follows:
(1) “No later than September 30, 2001, the department shall submit changes to pharmacy policies
for Medicaid recipients not enrolled in Medicaid HMOs to the chairpersons.
(2) “These changes may reflect a composite of pharmacy best practices in use by HMOs under
contract to provide managed medical care services to nonexempt Medicaid recipients.
(3) “A changed policy described in subsection (1) shall not be more restrictive than those
developed for the EPIC program. In addition, this section does not authorize or allow therapeutic
substitution. Any changes described in subsection (1) shall become effective 30 days after the
department submits these changes to the chairpersons unless one or both of the chairpersons
disapprove of the changes. If both of the chairpersons disapprove, the changes do not become
effective. If only one of the chairpersons disapproves, the chairpersons shall submit the changes
to the speaker of the house and the majority leader of the senate, and the changes shall become
effective 15 days after submission to the speaker of the house and the majority leader of the senate
unless both the speaker of the house and the majority leader of the senate disapprove.
(4) “As used in this section, “chairpersons” means the chairpersons of the Senate and the House
of Representatives appropriations subcommittee on community health.”
Source: Michigan Public Act 60 (2001) sec. 2204.
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Appendix E: Timeline of Michigan Pharmaceutical Product List
July 2001: Michigan Conference Committee meets regarding HB4524
July 24, 2001: PA60 filed with Secretary of State
Sept 11, 2001: Pharmacy Program Update Memo released
Sept 28, 2001: Pharmacy program plan submitted to House & Senate; First implementation date set
Oct 2001: Letter sent to manufacturers
Oct 2, 2001: Notice of proposed policy released
Oct 15, 2001: Gubernatorial P&T Committee announced
Oct 22, 2001: First meeting between the state’s vendor and manufacturers to discuss the supplemental rebate process.
Oct 26, 2001: Rep. Micky Mortimer sends letter on non-approval to DCH
Nov 6, 2001: First P&T Committee Meeting

Scheduled Implementation Dates

Nov 14, 2001: Speaker of the House and Majority Leader of the Senate send letter of understanding to DCH
Nov 20, 2001: DCH announces plan to move forward with the MPPL; Second implementation date
Nov 28, 2001: Second P&T Committee Meeting
Nov 30, 2001: PhRMA files lawsuit
Dec 1, 2001: FIRST INTENDED IMPLEMENTATION DATE
Dec 7, 2001: MPPL released
Dec 11, 2001: DCH (sends) letters to prescribers/providers
Jan 9, 2002: Preliminary injunction issued
Jan 22, 2002: DCH sends letter to beneficiaries; third implementation date set
Jan 14, 2002: SECOND INTENDED IMPLEMENTATION DATE
Jan 17, 2002: Appeals Court lifts injunction
Jan 28, 2002: First Health sends letter to prescribers announcing third implementation date
Feb 1, 2002: THIRD INTENDED IMPLEMENTATION DATE
Feb 11, 2002: DCH sends letter to providers explaining Feb. 1 was a “testing period”; fourth implementation
date set
Feb 25, 2002: FOURTH IMPLEMENTATION DATE; Phase in of four therapeutic classes
March 4, 2002: Phase in of nine therapeutic classes
March 11, 2002: Phase in of fourteen therapeutic classes
March 18, 2002: Phase in of seven therapeutic classes
April 1, 2002: Intended HMO carve-out; expansion to non-Medicaid mental health patients
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Appendix F: Navigating Michigan’s Prior Authorization Process
Physician contemplates prescribing a
brand-name drug

Physician knows that
drug will require Prior
Authorization (it is not
on the MPPL)

Physician prescribes a nonpreferred drug for a patient

Prescription is denied at
pharmacy due to MPPL nonpreferred status

Physician is deterred by PA
process or determines that
drug is not necessary, and
does not prescribe drug

Pharmacist notifies physician
that drug was denied

Physician decides to:
(a) Take no further action
(b) Request Prior
Authorization; or
(c) Substitute drug for one
on the MPPL

If there is a prior authorization
request, the pharmacist must,
by Federal regulation, provide
patient with a 72-hour supply
of the prescribed drug in an
emergency situation

a
c

b
Physician calls First Health to
request Prior Authorization
Prior Authorization is
granted

Patient receives
prescribed drug

Prior Authorization is
denied

Physician can:
(a) Appeal denial to Department
(b) Alter prescription

a

a

Jury either:
(a) Approves
(b) Denies

b
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a
Patient may appeal
Department’s decision
and receive fair
hearing

Department either:
(a) Approves
(b) Denies

b
Physician alters
prescription

b

Patient receives
substitute drug

