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I. INTRODUCTION
A. Medicaid’s Position Within the U.S. Drug Market

Drugs are big business, and business is booming. The Department of Health and
Human Services (DHHS) found that $52 billion were-spent on prescription drugs in
1994, jumping 148% from $21 billion in 1985.' Medicaid, the joint federal and state
program providing and financing health services to the needy, accounted for seven-
teen percent of these drug expenditures, or some $8.8 billion.? Further, drugs made up
eight percent of all Medicaid dollars spent that year.’ Medicaid clearly constitutes a
major purchaser in the U.S. market for pharmaceuticals, a purchaser that has turned
increasingly to managed care delivery and financing systems. Understanding federal
law as it applies to Medicaid drug expenditures and access to drug products under
managed care is vital to drug manufacturers, state Medicaid agencies, medical pro-
viders, and consumer advocates alike.

B. Paper Objectives

This paper pursues three objectives. First, the paper reviews the federal, state,
and private entities that participate in drug programs under Medicaid managed care.
This review provides a basis for understanding the corresponding relationships be-
tween the Health Care Finance Administration (HCFA), the Food and Drug Adminis-
-tration (FDA), state Medicaid agencies, managed care organizations (MCOs), and
drug manufacturers. These relationships between these entities can be complex. For
example, manufacturers must execute mandatory drug rebate agreements with states,
agreements that must also be approved by HCFA to qualify their products for Medic-
aid coverage. MCOs, which contract with states to administer Medicaid programs,
also vigorously pursue rebates, discounts, and other incentives from manufacturers.
Not only do these incentives, paid by manufacturers to “grease the wheels” of com-
merce, multiply under managed care, but they figure into calculations of rebates re-
turned to the states and of capitation rates paid by states to MCOs, the latter of which
bear directly on the profitability of MCOs and, therefore, the attractiveness of Medic-
aid contracts to MCOs. Coming full circle, these rebate and capitation rates play into
MCOs’ demands for manufacturer incentives.

*Ms. Loza is a fourth-year law student at The George Washington University Law School; and Law Clerk
with the Division of Marketing Practices, Federal Trade C ission (FTC), Washi 8! D.C. The views herein
expressed do not reflect necessarily the views of the FTC or any individual commissioner.
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Second, the paper seeks to compile the federal law as to Medicaid managed care
and drug products with the aim that this compilation will provide a reference point for
comparison with state Medicaid managed care contracts regarding pharmaceuticals.
Sources of federal law as it applies to pharmaceutical products under Medicaid* in-
clude the United States Code; the Code of Federal Regulations; publications of HCFA,
particularly the State Medicaid Manual; extensive correspondence by HCFA to drug
manufacturers and state Medicaid directors; rules promulgated by FDA, which play a
significant role in drug access under Medicaid and upon which HCFA often relies;
and some administrative law decisions of HCFA’s Provider Reimbursement Review
Board. Notably scarce, however, is law emanating from the federal judiciary.

Third, the paper points out the utility of comparing state Medicaid managed care
contracts and requests for proposal (RFPs) with the compilation of federal law by
critiquing a sample of existing contracts and RFPs® to highlight deviations from the
federal requirements and contract provisions that can affect the access of beneficiaries
to pharmaceutical products. These contracts and RFPs vary markedly in.their detailed
specifications and legal sophistication, and states may assume that, thenr contracts
with MCOs satisfy federal Medicaid requirements or that such contracts can delegate
state responsibilities to MCOs. States, however, remain responsible for prov1dmg
Medicaid services that fully comply with federal law, despite any,contractual’ MCO
relationship.® In addition, the paper examines the operation of state MCO contracts
and RFPs in light of the practical realities of health services delivery and financing
under managed care and of beneficiary behavior and circumstance. In light of devia-
tions from federal law and conflicts arising from such.practical considerations, the
paper seeks to identify barriers to drug access under Medicaid managed care.

EPR Tt
II. PARTICIPANTS AND THEIR ROLES IN ENABLING ACCESS TO PHARMACEUTICALS
UNDER MEDICAID MANAGED CARE CONTRACTS . - -

A. Leadmg Federal Agencies

HCFA views its regulatory authority as limited with respect to the oversight of
pharmaceutical services under Medicaid managed care programs.” The agency delin-
eates its role as one of providing technical assistance to states in 1) the development of
managed care contract language, and 2) the establishment of performance standards
for subcontractor relationships in which the contracted MCO carries out the pharma-
ceutical component of the state Medicaid managed care contract for provision'by phar-

“ This paper generally excludes di ion of vaccines and other drug services as prov:ded through thé
Children’s Health Insurance Program and through disproportionate share hospitals.
* See Sara Rosenbaum et al., The George Washington University Medical Center, Negoti the New

Health System: A Nationwide Study of Medicaid Managed Care Contracts (Kay A. Johnson, _2d ed 1998),
available in Center for Health Care Strategies, Inc. (last visited June 8, 1998) <www.chcs.org> (database search
using terms “drug,” “pharm,” “biologic,” “prescr” & “formular”) [hereinafier Study). The OIG calls the con-
tract “an important vehicle for strengthening Medi HMOs’ intability for their pharmacy programs.”
OIG PBM Rep., supra note 1, at iii.

¢ See J.K. v. Dillenberg, 836 F. Supp. 694, 696 (D. Ariz. 1993) (quoting Citizens Action League v. Kizer,
887 F.2d 1003, 1005 (9th Cir. 1989), cert. denied, 494 U.S. 1056 (1990)).

" See infra note 13, available in O1G PBM Rep., supra note 1, app. D.

Given HCFA's regulatory limitations for oversight of pharmacy in Medicaid ... . managed care pro-

grams, we believe the best way to address this issue is to develop guidelines that would provide states

with technical assistance in developing their contractual language and performance standards for the

b -actor relationship b HMOs and PBMs.
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macy benefit management companies (PBMs).? While HCFA appears to disclaim any
blanket preemptive authority in the interests of federalism, its “limited” authority
remains forceful and far-reaching.

FDA also plays a leading role in the operation of Medicaid law as to pharmaceu-
ticals. As is well-known, a drug’s eligibility for purchase in the United States and,
therefore, under Medicaid, depends on its FDA approval. FDA approval and classifi-
cation, however, affect drug reimbursement and manufacturer rebates in less apparent
ways.” In addition, continued Medicaid coverage depends on the status of any FDA
administrative action and findings under the agency’s Drug Efficacy Study and Imple-
mentation (DESI) program.'® Further, FDA’s withdrawal procedures tie to HCFA’s
process for removing a product from the Medicaid market.!" Finally, federal law man-
dates that state Medicaid programs cover and pay for new drugs for a time following
FDA approval.”? . :

'B. State Medicaid Programs

States increasingly use managed care financing and delivery methods to pro-
vide covered health services to Medicaid beneficiaries. In 1996, Medicaid managed
care enrollments accounted for about thirty-nine percent of all Medicaid beneficia-
ries,' up from ten percent five years earlier.'* States may move Medicaid beneficia-
ries into managed care programs in one of three ways: 1) through voluntary enroll-
ment of beneficiaries; 2) through mandatory enrollment under waivers to federal
Medicaid requirements granted by HCFA under sections 1915(b) or 1115 of the
Social Security Act (SSA);' or 3) through the operation of state-run health mainte-

. ¥Seeid.;see, e.g., STATE MEDICAID MANUAL, infra note 16, § 2080.5, rev. 50 (July 1987) (urging precision
in contract language as to contractor responsibilities); see also Letter from Brian W. Lindberg, Director, Con-
sumer Coalition for Quality Health Care, to June Gibbs Brown, Inspector General, OIG, DHHS (Dec. 30,
1996), available in O1G PBM Rep., supra note 1, app. D (*Government and private payer contracts with
HMOs should include language that require[s] HMOs to evaluate the performance of PBMs.”); STATE MEDICAID
MaNuaL, infra note 16, § 2083.5, rev. 25 (Apr. 1984) (suggested contract procedures); id. § 2083.5(5)(j), rev.
39 (Feb. 1986) (termination & extension).

9 See infra notes 120-25 and accompanying text.

1 See infra note 81 and accompanying text.

" See infra notes 77-81 and accompanying text.

12 See infra note 64 and accompanying text,

'3 Letter from Bruce C. Vladeck, Administrator, DHHS, to June Gibbs Brown, Inspector General, OIG,

.DHHS, att. p. 2 (Mar. 11, 1997), available in O1G PBM Rep., supra note 1, app. D.

1" OIG PBM Rep., supranote 1, at 1 & n.3 (citing U.S. General Accounting Office (GAO), Medicare and
Medicaid: Opportunities to Save Program Dollars by Reducing Fraud and Abuse, (testimony of Sarah F.
Jaggar, Director, Health Financing and Policy Issues, GAQ, before the Subcommittee on Human Resources and
Intergovernmental Relations of the Committee on Government Reform and Oversight, U.S. House of Represen-
tatives (Mar. 22, 1995))); Jane E. Sisk et al., Evaluation of Medicaid Managed Care: Satisfaction, Access,
and Use, 276 JAMA 50, 50-51 (1996); OIG PBM Rep., supra note 1, app. D (comments of regulators, assogia-
tions, and consumer groups to draft report). '

'* Social Security Act (SSA) ¢. 531, 49 Stat: 620 (1935) (codified as amended at 42 U.S.C. ch. 7). See
Omnibus Budget Reconciliation Act of 1981, Pub. L. No. 97-35 § 2176, 95 Stat. 357 (1981) (amending SSA §
1915); STATE MEDICAID MANUAL, infra note 16, § 2100, rev. 56 (Apr. 1988); id. § 2085.3, rev. 78 (Mar. 1992)
(describing section 1115 managed care demonstrations waiving SSA § 1902 and allowing federal matching
funds). Waivers exempt the state or its contracting plans from some, but not all, federal Medicaid requirements.
See id. § 13100, rev. 1 (Apr. 1984) (citing Omnibus Budget R iliation Act of 1981 § 2175 for DHHS
Secretary’s waiver authority). For example, requirements as to medically necessary care are not waived. See id.
§8§ 2104-2105, rev. 71 (June 1991); Chris Koyanagi et al., Defining “Medically Necessary " Services to Pro-
tect Plan Members, PROTECTING CONSUMER RIGHTS IN PuB. Sys. MANAGED MENTAL HEALTH CARE PoL'y (Judge
David L. Bazelon, Center for Mental Health Law, Washington, DC), Mar. 1997, at 4.
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nance organizations (HMOs),'s one type of MCO, under the state plan amendment
option authority."

States may contract with MCOs to pay for drugs on a capitated basis,'® but states
must provide any Medicaid-covered services that are not delivered under such con-
tracts.' State contracts with HMOs or prepaid health plans (PHPs)* and correspond-
ing subcontractor contracts, e.g., with pharmacy benefit management companies,?'
also must adhere to federal regulations.”? Further, under state action theory, states can
be held responsible for actions of “a private entity that has been as51gned the entire
responsibility for a state-created service.”?

C. MCO:s as Fiscal Intermediaries and Service Providers

Under Medicaid programs administered prior to the utilization of managed care
financing and delivery methods, states typically used fiscal intermediaries to handle
claims and to reimburse providers for the delivery of covered supplies and services to
Medicaid beneficiaries. Under Medicaid managed care, the roles of fiscal intermedi-
ary and provider often are collapsed into a single entity, the MCO, HMO, or PHP. This

16 See STATE MEDICAID MANUAL, HCFA Pub. No. 45, § 2085(H), rev. 78 (Mar. 1992) (defining HMO as
“public or private entity organized under [s]tate law that is either [flederally qualified or meets the [s]tate [Med-
icaid p)lan’s definition of an HMO™), available in HCFA, HCFA 5 State Medicaid Manual (last visited July 31,
2000) <www.hcfa.gov/pubforms/pub45/pub_45.htm> (hereinafter State MEDICAID MANUAL).

17 See Letter on Provision of Information and Effective Dates from Sally Richardson, Director, Center for
Medicaid and State Operations, HCFA, to State Medicaid Di [hereinafter Medicaid Director Letters)
(Feb. 20, 1998), available in HCFA, Dear State Medicaid Director (last modified Feb. 23, 1998) <www.hcfa.gov/
medicaid/bba2208b.htm>. State may operate managed care plans under state plan amendment authority. See id.
enc. 1,n.l.

'8 See STATE MEDICAID MANUAL, supra note 16, § 2088.8, rev. 78 (Mar. 1992) (citing 42 C.F.R. § 434.65
(1998)); id. § 2108(b), rev. 64 (Sept. 1989) (citing 42 C.F.R. § 447.361-62); Ostrow Pharms., Inc., v. Beal, 394
F. Supp. 22 (E.D. Pa. 1975); Medicare & Medicaid Guide (CCH ) 14,935.35 [hereinafter Guide].

19 See id.9 14,935.37 n.2088.8; see also Medicaid Director Letters, infra note 66 (“‘States remain respon-
sible for assuring access to all covered services.”); id. (Dec. 17, 1997), available in HCFA, Dear State Medic-
aid Director (last modified Dec. 18, 1997) <www.hcfa.gov/medicaid/bbad704.htm>,

* See STATE MEDICAID MANUAL, supra note 16, § 2085(J), rev. 78 (Mar. 1992) (defining prepaid health
plan (PHP) as entity providing medical services to Medicaid beneficiaries on prepaid capitated basis, but not
qualifying as HMO).

! See STATE MEDICAID MANUAL, supra note 16, § 2080.17, rev. 83 (Sept. 1993) (citing 42 C.F.R. § 431.504);
id. §2081.1, rev. 83 (Sept. 1993) (requiring subcontract conformity with federal regulations “as though it were
aprime contract”); see also id. § 2081.2, rev. 25 (Apr. 1984) (stating that no subcontract relieves prime contrac-
tor of sole responsibility to state Medicaid agency); id. § 2087.4, rev. 78 (Mar. 1992) (“The HMO is not relieved
of its contractual responsibility to . . . [the state] by shifting that responsibility to a sub actor.”); (see infra
Part 11.D (discussing Pharmacy Benefit Management companies (PBMs)).

2 See STATE MEDICAID MANUAL, supra note 16, § 2080.1, rev. 50 (July 1987) (citing 42 C.F.R. § 434); id.
§ 2080.2, rev. 50 (July 1987) (citing 45 C.F.R. § 74) (no prior contract approval, except where involving
automated processing and information systems); id. § 2080.3, rev. 50 (July 1987) (requiring written contracts).

# J K. v. Dillenberg, 836 F. Supp. 694, 698 (D. Ariz. 1993) (distinguishing Blum v. Yaretsky, 457 U.S.
991 (1982), wherein independent actors were doing business with the state, rather than executing state responsi-
bilities); see Perry v. Chen, 985 F. Supp. 1197, 1202 (D. Ariz. 1996) (holding health plans’ terminations of
previously prescribed services without notice to beneficiaries constitute state action where state Medicaid agency
pays health plans to provide covered services; regulates health plans; issues policies, rules, and contracts under
which plans must operate authorizes “qualified medical providers” to determine medical necessity based on

fe judg and cost effectiveness; and stands as “ultimate power” to order health plans to
recnfy incorrect semce denials); but see Daniels v. Menke, 145 F.3d 1330 (6th Cir. 1998) (holding district
court’s ruling on constitutional question not absolutely necessary where factual changes supported modification
of consent decree and vacating district court holding that ged care organization is state actor) (citing Bow-
man v, Tennessee Valley Auth., 744 F.2d 1207, 1211 (6th Cir. 1998)), vacating in part, Daniels v. Wadley, 926
F. Supp. 1305, 1311-13 (M.D. Tenn. 1996), available in [New Develop ] Guide 46,286, excerpted in
Guide, No. 1007, at.2,




2000 PHARMACEUTICALS UNDER MEDICAID MANAGED CARE 453

merger provides at least one benefit in the partial simplification of Medicaid cost
accounting.?*

Under its combined role as intermediary and provider, an MCO may subcontract
parts of its state managed care contract to physician groups, e.g., independent practice
associations (IPAs), for professional medical services; to health systems for hospital,
home health, and skilled nursing facility (SNF) care, for example; and to pharmacy
chains, but more likely with PBMs, for drug services. These subcontracted portions of
the main managed care contract, called “carve outs,” allow an MCO to spread its
financial risk of providing services under capitation or risk-sharing incentive pools to
other organizations with the operational depth and experience to deal with the respec-
tive carved out “pieces.”

D. Pharmacy Benefit Management Companies

As important subcontractors in managed care settings, including Medicaid man-
aged care, PBMs offer a range of services from claims processing to drug formulary®
management to case management programs.” In a 1997 DHHS survey conducted by the
Office of Inspector General (OIG), 199 (seventy-five percent) of 263 responding HMOs
contracted with PBMs to serve 303 health plans.”” A large majority, i.e., seventy-four
percent, of these contracting HMOs served Medicaid and Medicare populations.?® Over
half, i.e., fifty-two percent, of PBM-contracting HMOs contracted with one of five major
PBMs.? Further demonstrating the rapid growth and adoption of a PBM model, the
number of HMOs contracting with PBMs has almost tripled since 1993.%

HMO executives and pharmacy directors cite cost containment and therapeutic
improvements as the biggest benefits of PBM contracting.' Interestingly, PBMs have

2 See, e.g., Pinnacle Care Drug Gross-Up Group Appeal v. Aetna Life Ins. Co., No. 92-1290G, 1997 WL
256889, at *1-2 (Mar. 26, 1997) (resolving dispute between Medicaid skilled nursing provider and fiscal inter-
mediary where provider used “grossing-up” overhead allocation method without prior intermediary approval
under HCFA Pub. No. 15-1 § 2314(B) and where intermediary disallowed gross-up adjustments); Interpreta-
tion of Medicaid Days Included in the Medicare Disproportionate Share Adjustment, HCFA Ruling No. 97-
2, 1997 WL 835500, at *1 (Feb. 27, 1997) (HCFA administrator changing its interpretation of SSA §
1886(d)(5)(F)(vi)(1I) and 42 C.F.R. § 412.106(B)(4) to follow holdings in 4th, 6th, 8th, and 9th federal circuits
as to burden of proof of Medicaid data that hospitals must furnish to fiscal intermediaries); but see Presbyterian
Med. Ctr, Of Philadelphia v. Aetna Life Ins. Co., Review of PR.R.B. Decision No. 96-D75, 1996 WL 887683,
at *4 (Sept. 30, 1996) (MCO retaining fiscal intermediary role in reimbursing hospital for services to Medicaid
beneficiaries). With the conflating of fiscal intermediary and provider roles into a single managed care entity,
provider requests for judicial review of an intermediary’s actions also collapse. See, e.g., Texas Disproportionate
Share Group Appeal v. Various Intermediary Review of P.R.R.B. Decision No. 95-0800GE, 1996 WL 887660,
at*5 (July 22, 1996) (citing SSA § 1878(f)(1)).

A formulary lists drugs that are approved for coverage by the third-party payer, here, Medicaid. As an
example of a formulary in operation, a physician may prescribe a proprietary antibiotic. Unless the proprietary
product is certified by the physician as medically necessary, the pharmacist, however, will dispense the product’s
generic equivalent b the Medicaid formulary limits coverage, i.e., financial reimbursement to the pharma-
cist or payment on behalf of the beneficiary, to the agreed price for the generic product. See infra note 45 and
accompanying text; OIG PBM Rep., supra note 1, at app. E-5n.19.

% See id. ati & 4.

¥ See id. ati-ii, app. A-3 fig, B. A single HMO may represent numerous health plans, i.e., specified sets of
health benefits priced according to the financial coverage, range, and depth of covered services, beneficiary cost-
sharing levels, and actuarial composite of the beneficiary population, usually based on the age and gender, and
sometimes by home postal zip code. See, e.g., id. at app. A-2, fig. A (18 surveyed HMOs representing 227
plans).

B See id. at i-ii.

® Id. atii.

0d. ati.

' See id. at 7-8 (reporting that 80% and 65% of responding HMOs think that PBMs control prescription
drug costs and improve physician prescribing practices, respectively).
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operated with minimal oversight from state Medicaid agencies,”> HMOs, or the fed-
eral government.” Whether the benefits attributed to PBMs result from limited over-
sight or are merely coincidental to it, the situation is changing, given concerns over
anticompetitive practices; biased restrictions on access to and the prescription of phar-
maceutical products; and service quality problems.*

E. Drug Manufacturers

Manufacturers perform a variety of tasks extending from basic research to mar-
keting of drug products, and increasingly integrate manufacturer-affiliated PBMs in
the execution in their marketing strategies to implement vertically integrated distri-
bution channels.* Indeed, until very recently, the five major PBMs, accounting for an
HMO contract market share of some fifty-two percent,” were owned by or otherwise
aligned with pharmaceutical manufacturers.’” The partnerships between drug makers

.and PBMs have received relatively little scrutiny by HCFA, largely due to the rapidity
with which managed care has dominated the healthcare semces dellvery, and financ-

%2 One reason for limited state oversight of PBMs may be that, under the Employee Retirement Income
Security Act of 1974 (ERISA), Pub. L. No. 93-406, 88 Stat. 829 (1974) (codified as amended at various
sections of 29 U.S.C.), states are prohibited from any regulation of self-funded managed care plans, i.e., employ-
ment-based health plans covering forty percent of working Americans. See Bernice Steinhardt et al., Director,
Health Services Quality and Public Health Issues, GAO, HMO Complaint and Appeals — Most Key Procedures
in Place, but Others Valued by Consumers Largely Absent, GAO/HEHS-98-119, Report to Senate Committee
on Labor and Human Resources, Senate Committee of Finance, and House Committee on the Budget 3 n.4, 6
n.9 (May 12, 1998) [hereinafter GAO HMO Complaints & Appeals Rep.]; cf. id. at 6 n.9 (noting state insurance
regulations provide alternate means by which states may regulate HMOs).

3 See O1G PBM Rep., supra note 1, at iii; ¢f. Letter from Judith A. Cahill, Executive Director, Academy of
Managed Care Pharmacy, to June Gibbs Brown, Inspector General, O1G, DHHS, 9 3 (Jan. 3, 1997), available
in O1G PBM Rep., supra note 1, app. D (noting various means by which PBMs are held accountable for “quality
performance,” including by states’ boards of pharmacy under nonresident licens and as encompassed
by HMO accreditation by the National C ittee for Quality Assurance (NCQA)). In addition to NCQA,
HMOs seek accreditation by the Joint Commission on the Accreditation of Healthcare Organization (JCAHO).
Additional voluntary guidelines, as issued by the American Association of Health Plans (AAHP), for example,
apply to HMOs. See GAO HMO Complaints & Appeals Rep., supra note 32, at 6-7.

3 See Federal Trade Commission Gives Final Approval to Lilly Order: Pledges Continued Monitoring

.of Anticompetitive Practices, FTC Press Release, July 31, 1995, available at FTC (last visited July 31, 2000)
<http://www.ftc.gov/opa/1995/9507/lilly22.htm>; OIG PBM Rep., supra note 1, at ii-iii; In the Matter of Merck
& Co., Inc. and Medco Containment Services, Inc., No. C6-95-10614, Ramsey Co. Dist. Ct., Assurance of
Discontinuance and Order Approving Assurance of Discontinuance, State of Minn,, Office of the Attorney Gen-
eral (Oct. 25, 1995) (consumer protection settlement negotiated between 17 states and Merck and Medco Con-
tainment Servs.), discussed in OlG PBM Rep., supra note 1, app. E-9 n. 30(3); Letter from Robert J. Byrd,
Deputy C issi for M t and Systems, FDA, to June Gibbs Brown, Inspector General, OIG,
DHHS, att, (Feb. 20, 1997), avadable in O1G PBM Rep., supra note 1, app. D (HMO concerns about manufac-
turer-PBM alliances); see generally O1G PBM Rep., supra note 1.

3 See, e.g., FDA, F-D-C Reports (“Pink Sheet”), May 22, 1995, at 11-13, quoted in O1G PBM Rep.,
supra note 1, at app. E-10 n.35 (noting Eli Lilly & Co. plan several steps, including alignment with PCS subsid-
iary to “ensure the continued growth of Prozac®[an Eli Lilly product for depression] in the U.S.” /d. (quoting
unnamed Eli Lilly executive). The Eli Lilly executive also noted PCS’s pursuit of several “other relationships,

luding the develop of capabilities involving mail order and other delivery systems . . . .” Id. Note that
Lilly since has sold its interest in PCS,

% See supra text accompanying note 28,

37 See O1G PBM Rep., supra note 1, at i; id. app. E-3 n.10 (noting PBM acquisitions for $6.6 billion, $2.3
billion, and $4 billion by Merck & Co., SmithKline Beecham Corp., and Eli Lilly & Co., respectlvely), FDA,
Promoting Medical Products in a Changing Healthcare Envir ; 1. Medical Product Pr by
Healthcare Organizations or Pharmacy Benefits M Companies (PBMs), Docket No. 97D-0525,
(last modified Jan. 5, 1998) <www.fda., gov/cder/gundance/mdex htm> [hereinafter FDA PBM Guidance]. Studies
from 1993 show that PBMs managed services for 100 million persons, or 40% of the U.S. population. O1G PBM
Rep., supranote 1, at 2.
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ing and with which PBMs have emerged in response to this managed care shift.*® The
Federal Trade Commission (FTC) and FDA, however, focus increasing attention on
these alliances.*

ITII. FEDERAL LAW GOVERNING MEDICAID AND PHARMACEUTICAL PRODUCTS

A. Drug Categories Defined

For Medicaid purposes, federal law defines prescription drugs as those simple or
compound substances that are 1) used to cure, mitigate, or prevent disease or to main-
tain health; 2) prescribed by a licensed health practitioner within the scope of the
practitioner’s professional practice under federal and state law;-3) dispensed by li-.
censed pharmacists and other authorized practitioners under a state’s medical ' prac-
tice act; and 4) so dispensed under a written prescription maintained in the pharma-
cist or practitioner’s records.® ' ' »

Within this category of prescription drugs are so-called “covered outpatient drugs,”
i.e., drugs delivered on an outpatient basis and for' which Medicaid" coverage i§ per-
mitted." Covered outpatient drugs mclude neither FDA- -designated .new drugs nor
currently drugs that are the subject of FDA administrative action.®? Instead, covéred
outpatient drugs include biological products (biologicals) other than vaccines and
certified FDA-approved insulin available by prescription.®® Further, covered outpa-
tient drugs are those drugs that have been dctermmed by the DHHS Secretary to fill a
compellingly justified medical need.*

Covered outpatient drugs exclude drugs, biological products, and insulin pro-
vided within the following healthcare settings: 1) inpatient and outpatrent hospnal
admissions; 2) hospice; 3) dental offices, except where covered outpatient drugs for
which dispensing dentists are directly reimbursed; 4) physician offices; 5) intermedi-
ate care facilities (ICFs) for the mentally retarded 6) other ]aboratory and X- -ray fa-
cilities; and 7) renal dialysis centers.*

The phrase “covered outpatient drugs reqmres clarification due to the somewhat
confusing distinctions between inpatient and outpatient care. For-example, because
hospitals increasingly structure their admissions to capitalize on reimbursement
schemes that are more favorable where care is delivered in an outpatient settmg,"6 a
patient may be admitted to the hospital and physically present-in a hospital facility,
e.g., an observation unit, for up to twenty-four hours, but still be considered an outpa-
tient.*” Drugs administered during such an outpatient stay ]ike]y would not fall within
this covered outpatient drug category. Similarly with hospice care, patients may re-

3 See OIG PBM Rep., supra note 1, at 1-2.

¥ See FDA PBM Guidance, supra note 37; supra note 34 and accompanying text.

4 See 42 C.F.R. § 440.120(a); STATE MEDICAID MANUAL, supra note 16, § 2500.2(E)(7) rev. 74 (Nov.
1991) (citing 42 C.F.R. § 440.120(a)). Herein, the phrases “prescription drugs” and “phannaceuncal services”
are used synonymously.

! See infra text accompanying note 45.

2 See Guide 4 17,432K.

“1d

“id

5 SSA § 1927(i)(3).

* For example, a hospital may participate in a health plan that reimburses the hospital at a discounted rate
per unit of service on an outpatient basis, but may reimburse the hospital only a per diem rate where the covered
patient is admitted as an inpatient. The financial incentive here seeks to maximize services delivered in outpa-

tient versus inpatient settings.
“T1d.
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ceive final palliative care in their homes, rather than in a formal hospice. Moreover,
drugs administered during hospice care delivered at home likely are excluded from
the covered outpatient drug category. These distinctions should be kept in mind when
using provider drug data in the development of drug marketing plans.

B. Mandatory and Optional Medicaid Services

1. Pharmaceutical Services Generally

Federal law establishes a minimum set of mandatory Medicaid services that must
be provided to persons considered “categorically needy.”*® At states’ options, Medicaid
programs also may provide additional services to the categorically needy and to persons
considered “medically needy.”® Where a state elects to serve the medically needy, fed-
eral law also establishes a minimum set of mandatory services for these persons.*

As to pharmaceutical products, Medicaid programs must cover drugs delivered
within these mandatory minimum service sets, regardless of whether the drugs are
dispensed on an inpatient or outpatient basis.’! States, however, may exclude certain
items and services not generally provided by hospitals within their respective states
from outpatient hospital coverage.*? Apart from drugs for special populations or within
special categories, pharmaceutical coverage is optional. As with any medical service,
Medicaid pays only for drugs that are “reasonable and necessary.”?

2. Pharmaceutical Services for Special Populations
Without regard to the categorization of products as covered outpatient drugs,

federal law establishes special drug rules for persons within three populations: chil-
dren, the terminally ill, and persons with tuberculosis.* As to children, in addition

8 Minimum mandatory semces to the categoncally needy are 1) inpatient hospital services, other than
those at a mental institution, 2) outp hospital services, 3) rural health clinic services, 4) federally qualified
health center services, 5) laboratory and X-ray services, 6) nursing facility services and home health services,
other than those at a mental institution, for those age 21 and older, 7) Early and Periodic Screening, Diagnosis,
and Treatment (EPSDT) services for those age 21 and younger, 8) family planning services and supplies, 9)
physician services, and 10) medical and surglcal dental services. Guide ¥ 14,511. As to drugs, family planning
services and supplies include “phar | supplies and devices to prevent conception . . . ; diagnosis and
treatment for infertility; and voluntary sterilization and drugs.” STATE MEDICAID MANUAL, supra note 16, §
2500.2(D), rev. 74 (Nov. 1991).

“ Id. Prenatal care to undocumented aliens is not covered by Medicaid. [New Developments] Guide §
43,247 (citing HCFA Administrator Decision, Docket #94-02 (Apr. 26, 1995)); but see Coye v. United States
Dep’t of Health & Human Servs., 973 F.2d 786 (9th Cir. 1992); [New Developments] Guide §40,716. Bona
fide emergency services, excluding organ transplants, may be funded. /d. at § 41,604. Medicaid generally re-
stricts treatment in mental institutions and for mental illnesses. Diagnoses for Alzheimer’s disease and other
dementia are not classified as mental illnesses. See id.q 14,569.69(B)(1). Alcoholism is not a mental disease per
se, regardless of whether treated in a mental institution. See Granville House v. United States Dep’t of Health &
Human Servs., CA-8, #85-5395, [New Developments] Guide Y 36,302 (Mar. 6, 1987).

%0 Minimum mandatory services to the medically needy, if covered, are 1) prenatal care and delivery ser-
vices to pregnant women, see Guide 9 14,010, and postpartum care, see id. § 14,511, 2) ambulatory care for
those under age eighteen and those entitled to institutional services, 3) home health services to those entitled to
nursing facility services, and 4) certain state-covered services when provided in mental institutions or in interme-
diate care facilities for the mentally retarded. /d. § 14,010.

*! Inpatient facilities are those in which the patient is admitted for a continuous period of twenty-four hours
or more while patients are admitted for fewer than twenty-four hours in outpatient facilities.

2 Guide 9 14,535.

9 See Larson & Larson Corp. v. United States, No 90-3986C, 26 Cl. Ct. 365, 367 (June 23, 1992)
(quoting 42 U.S.C. § 1395y(a)(1)(A)).

34 See infra notes 55-63 and accompanying text.




2000 PHARMACEUTICALS UNDER MEDICAID MANAGED CARE 457

to the general requirements, Medicaid pediatric programs, called Early Periodic
Screening, Detection, and Treatment (EPSDT) programs, must provide vaccines for
eligible children.’® Further, states must provide children with the drug products
necessary “to correct or ameliorate defects and physical and mental illnesses and
conditions . . . whether or not such services are covered under the state [Medicaid]
plan.”’

In addition, special rules apply for some children. For example, states may apply
for waivers® to provide coverage for children under age five who have been or will be
adopted or placed into foster care, and who 1) test positive for or were infected with
human immunodeficiency virus (HIV) at birth; 2) were dependent upon heroine, co-
caine, or phencyclidine at birth; or 3) have Acquired Immune Deficiency Syndrome
(AIDS).%® Here, coverage includes all or part of prescription drug costs and other
broad benefits.*

As to the terminally ill, hospice-related drug coverage is limited to drugs used
primarily for symptomatic control of the terminal illness.® To disadvantaged persons
with tuberculosis, states may provide prescribed drugs, biologicals,®" and related ser-
vices to support proper outpatient compliance and completion of drug regimens and
also to treat side effects.®? Because of widely reported growth in tuberculosis infections
and increasingly resistant Mycobacterium strains, states have broad discretion to ex-
pand the populations receiving tuberculosis-related services.®

3. Pharmaceutical Services Within Special Drug Categories

Federal law establishes rules that either expand or limit Medicaid coverage of
pharmaceutical services within three and four drug categories, respectively. Manda-
tory or permissive coverage expansions deal with new drugs, prescribed over-the-
counter (OTC) drugs, and drugs deemed to be medically necessary. First, states must
provide coverage for new drugs or biologicals for a period of six months following
FDA approval.* Second, states may choose to cover nonprescription drugs, i.e., OTC
drugs, for which prescriptions are written by an appropriately licensed health profes-

% Vaccines fall within the definition of prescription drugs, but are not covered outpatient drugs. See supra
note 42 and accompanying text; id. at  17,270FF (citing SSA § 1902(a)(64)); 42 C.F.R § 441.56(a)(2)(iii)
(requiring free EPSDT services, including immunizations, to those under age 18 and allowing states to include
persons to age twenty-one in EPSDT programs); Guide § 17,810 (reiterating immunization requirement under
group health plans); see also STATE MEDICAID MANUAL, supranote 16, § 5122, rev. 8 (Apr. 1994) (immunization
schedule set by Advisory C ittec on 1 ion Practices); id. § 5123.2(C), rev. l 1 (Aug. 1996) (no
federal funding of single antigen vaccines, unless multi-antigen vaccine is medically dicated) (requiring
hepatitis B immune globulin and Hepatitis vaccine for newborns to antigen-positive mothers); Guide § 14,551.17;
[1996 New Developments] Guide 44,689 (listing required lmmumzanons), Guide Y 14,551 (EPSDT services
including curative or palliative care for conditions discovered through g, regardless of whether covered
under Medicaid).

642 U.S.C. §§ 1396d(a)(6)(11)(13), 1936d(r)(5), quoted in Koyanagi, supra note 15, at 4, 21 n.5.

57 See supra note 15 and accompanying text.

58 See 42 U.S.C. § 1915(e)(1); Guide Y 17,393D; but see Texas v. U.S. Dep't of Health & Human Servs.,

61 F.3d 438, 440-42 (5th Cir. 1995) (upholding DHHS's rejection of Texas’ d change to Medicaid pro-
gram to cover residential drug addlctlon treatment for chi ldren) [New Developments] Guide 43,547 (1995)
(HCFA prohibiting ge of inpati P y for EPSDT beneficiaries).

% See SSA § 1915(e)(1)(A).

0 See id. § 1861(t).

6! See STATE MEDICAID MANUAL, supra note 16, § 4305.5 § 6, rev. 50 (Oct. 1990).
6 See id. § 4375, rev. 66 (May 1994); Guide 9 14,604C.77.

6 Guide § 41,604 (1993); SSA § 1902(z)(1)(2); Guide §17,292.

# SSA § 1927(e)(6).
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" sional.®® Third, where state Medicaid programs cover drugs, states cannot deny cover-

age for drugs certified by physicians as medically necessary,’ regardless of whether

- the drug is included in the state formulary.”” Reimbursement levels for such medically

- necessary drugs, however, are limited to the reimbursements for generic drugs,® un-

less the prescribing provider writes “brand medically necessary” by hand on the pre-
scription form.%

Federal Medicaid payment™ is prohibited or:restricted for a list of excluded or
restricted drugs, experimental drugs, psychopharmacologic drugs, and drugs deemed
to be less than effective for some or all of their labeled indications, i.e., so-called LTE
drugs.” First, excluded or restricted drugs include 1) prescription vitamins and min-
erals, except prenatal vitamins and fluoride preparations; 2) barbiturates; 3) benzodi-
azepines; 4) nonprescription drugs, except where states cover duly prescribed OTC
drugs;™ 5) outpatient drugs for which testing or monitoring services are provided
exclusively from a drug manufacturer or its designee; and those prescribed for 6)

© Id. § 1927(i)(4): As to parenteral and enteral nutritional products, only parenteral products administered
intravenously are approved as drugs under 21 U.S.C. § 355 (FDCA § 505) and, thus, are considered covered
outpatient drugs and fall under the rebate program. See Letter from Christine Nye, Director, Medicaid Bureau,
HCFA, to All Participating Drug Manufacturers [hereinafter Drug Manufacturers Letters] Rel. No. 2, 4 (no
date), available in HCFA,. Medicaid Drug Rebate Program Release No. 2 (visited June 8, 1998)
<www.hcfa.gov>. Enteral products are not considered covered drugs and are not subject to the rebate
program, but can be covered at state option. See id. at 5.

 See SSA §§ 1903(g), 1903(i)(4); Vis[s]er v. Taylor, 756 F. Supp. 501 (D. Kan. 1990), [New Develop-
ments) Guide 39,014 (D. Kan. (Sep. 10, 1990)); Glenn Weaver v. Reagan, 886 F.2d 194 (8th Cir. 1989) [New
Developments) Guide 37,567 (8th Cir. 1989). In addition, states may impose sanctions, including civil money
penalnes of up to $25,000 per determination, upon an MCO where the MCO “fails to substantially provide

dically y services.” Medicaid Director Letters on Sanctions for Noncompliance att. 1 (Feb. 20, 1998),
available in HCFA, Dear Sla!e Medicaid Director (last modified Feb. 23, 1998) <www.hcfa.gov/medicaid/
bba2208a.htm> (explaining SSA §§ 1932(e)(1)(A)-(B) (as amended by Balanced Budget Act of 1997, Pub. L.
No. 105-33 § 4707(a), 11 Stat. 251 (1997)) (codified as amended at 42 U.S.C. § 1396u-2) [hereinafter BBA).

¢ See Drug Manufacturers Letters, Rel. No. 16, 2 (no date), available in HCFA, Medicaid Drug Rebate
Program Release No. 16 (visited June 8, 1998) <www.hcfa.gov> (citing SSA §§ 1902(a)(54), 1927(d)(2),
1927(d)(4)); see Visser, quoted in Koyanagi, supra note 15 at 5 and supra note 66.

v The touchstone of the [amount, duration, and scope cases] is medical ity. Federal and
regulations providing for medically necessary treatment are to be liberally construed in favor of the
intended beneficiaries of the Medicaid program . The determination of whether a is
medically necessary, for purposes of Medicaid, is a professional judg which must be decided
and certified by the treating physician, A state may not eliminate fundlng for medical services certi-
fied by a qualified physician as being medically necessary.

1d. (ordering state to pay for Clozapine where a physician determined this drug to be only remaining appropriate
therapy for Medicaid patient) (citations omitted)); see Weaver, 886 F.2d at 200 (ruling Medicaid creates “pre-

sumption in favor” of physician’s determination of medical ity) (requiring Mi i Medicaid program to
pay for beneficiary’s AZT ), quoted in K gi, supra note 15, at 5; Pinneke v. Preisser, 623 F.2d
546, 550 (8th Cir. 1980) (holding decision as to medical ity rests with beneficiary’s physician, “not with

clerical personnel or government officials™), quoted in Koyanagi, supra note 15, at 6; see also Beal v. Doe, 432
U.S. 438,444 (1977) (holding serious statutory problems might arise where Medicaid excludes necessary treat-
ment), quoted in Koyanagi, supra note 15, at 5.

% See generally STATE MEDICAID MANUAL, supra note 16, add. A., rev. 34 (July 1997) (listing multiple
source drugs by generic name, along with maximum allowable reimbursement, i.e., Federal Upper Limit (FUL))
(citing SSA § 1927(e) (as amended by OBRA 1993); 42 C.F.R. § 447.332) (noting FUL biannual and HCFA’s
online posting of FUL); id. § 6305, rev. (Oct. 1992) (citing 52 Fed. Reg. 28,648 (1987) (final drug reimburse-
ment regulation).

¢ See Drug Manufacturers Letters, Rel. No. 27, 3 (no date) ilable in HCFA, Medicaid Drug Rebate
Program Release No. 27 (visited June 8, 1998) <http://www.hcfa.gov>.

0 States may pay for these products with state funds, but are prohibited or restricted from applying federal
monies toward their payment.

! See infra notes 77-81 and accompanying text.

" See supra note 65 and accompanying text; SSA § 1927(i)(4).
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anorexia or weight loss or gain; 7) infertility; 8) hair growth or other cosmetic pur-
poses; 9) symptomatic relief of cold or cough; and 10) smoking cessation.”” DHHS
periodically updates this list of restricted or excluded drugs.”

Second, experimental drug coverage is denied unless a special permit is obtained.”
Third, coverage for psychopharmacologic drugs is tightly controlled and permitted
only where such drugs are prescribed upon physician’s order as part of an inpatient
written care plan that is annually reviewed for appropriateness by an independent,
external consultant.” Fourth, federal payment is forbidden for LTE drugs,” including
those drugs that are identical, related or similar (IRS) to LTE drugs.” In fulfilling its
legal responsibility to identify these drugs,”” HCFA receives mfonnatlon under an
interagency agreement® from FDA’s DESI program.®!

On a related note, another product category deserves mention. So-called “combi-
nation products” or “integrated drug delivery systems” (e.g., a syringe preloaded with
insulin or the anti-schizophrenic drug, Clozaril®, packaged with the necessary moni-
toring blood tests) and phlebotomy and case management services can be considered
coverage-neutral, i.e., neither expanding nor restricting Medicaid coverage. Here, the
reimbursement calculation separately considers each combination product component
to determine whether the component represents a covered service under the state’s
Medicaid program, and whether coverage for the component is mandatory or optional
under federal law.®

™ See id. § 1927(d)(2); Guide 14,591,

™ See SSA § 1927(d)(3).

78 See Harris v. Rockefeller, 453 F.2d 1228 (2d Cir. 1972), [New Developments] Guide 9 26,419 (then
experimental methadone treatment for heroin addiction).

76 See SSA §1919(c); Guide Y 17,399; but see STATE MEDICAID MANUAL, supra note 16, § 4250.1(C)(1),
rev. 42 (May 1989) (stating medications, e.g., psychoactive drugs, properly may be prescribed for persons with-
out mental disorders, and evidence of regular prescription and use of such medications need not trigger further
review during pre-admission screening where such drug use is medically justified for reasons unrelated to mental
disorder).

77 See SSA § 1903(i)(5); Guide ¥ 14,591; Drug Manufacturers Letters, Rel. No. 4 att. (Feb. 26, 1992),
available in HCFA, Medicaid Drug Rebate Program Release No. 4 (visited June 8, 1998) <www. hcfa.gov>
(stating that federal Medicaid funds are unavailable for a drug where DESI review by FDA has identified it as
less-than-effective for all its labeled indications and the S y has published a corresponding Notice of Op-
portunity for a Hearing in the Federal Registér, see SSA § 1903(i)(5), and that the drug identified by DESI as
LTE for some or all of its labeled indications is not covered outpatient drug under drug rebate program, see SSA
§ 1927(k)(2)(a)(iii)). States have the option to exclude LTE or IRS drugs or drugs undergoing DESI review
from coverage. See id. (citing SSA § 1927(d)(2)(I)). Where a drug is effective for at least one of its labeled
indications, federal funds are available, and the drug may be covered for lhat mdlcatlon at state option. See id.
(citing SSA §§ 1862(c), 1903()(5)).

™ See Guide 1 14,591.19; STATE MEDICAID MANUAL, supra note 16, § 4370, rev. 62 (Apr. 1993).

™ See id.

® See id.

# See Drug Amendments of 1962, Pub. L. No. 87-781, 76 Stat. 780 (codified at 21 U.S.C. §§ 321, 331-
332, 348, 351-353, 355, 357-360, 372, 374, 376, 381 (1994)), cited in Drug Manufacturers Letters, Rel. No.
4 att. (Feb. 26, 1992), available in HCFA, Medicaid Drug Rebate Program Release No. 4 (visited June 8,
1998) <www.hcfa.gov>; 59 Fed. Reg. 48,811 (1994). Manuf: s are responsible for reporting their prod-
ucts’ FDA LTE or IRS classifications to HCFA, subject to civil penalties up to $100,000 per item of false
information knowingly provided to HCFA. See Drug Manufacturers Letters, Rel. No. 12, 2 (no date), available
in HCFA, Medicaid Drug Rebate Program Release No. 12 (visited June 8, 1998) <www.hcfa.gov> (citing
SSA § 1927(b)(3)(C)(ii)); Drug Manufacturers Letters, Rel. No. 4 att. (Feb. 26, 1992), available in HCFA,
Medicaid Drug Rebate Program Release No. 4 (visited June 8, 1998) <www.hcfa. g0v> (citing 52 Fed. Reg.
1663-68 (1987)).

#2 See STATE MEDICAID MANUAL, supra note 16, § 4580, rev. 60 (June 1992) (discussing Sandoz’s marketing
of exclusive product package including anti-schizophrenic drug, Clozaril®, necessary monitoring blood bests, phle—
botomy, and case management services); Guide at | 14,591.65 n.4580 (di ng Clozaril® product p
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C. Other Permitted Limitations to Drug Coverage

States may implement methods to control drug utilization through four means: 1)
formularies, 2) drug use review programs, 3) restrictions on provider networks, and 4)
demonstration projects.

1. Formularies

States may establish formularies (i.e., lists of drugs approved by the state for
coverage) upon meeting certain requirements.*» Formularies must include covered
outpatient drugs produced by any manufacturer having and complying with a drug
rebate agreement with the state,* and any other covered outpatient drug that has a
“significant, clinically meaningful therapeutic advantage in terms of safety, effective-
ness, or clinical advantage” over other formulary drugs.®

Formularies must operate to exclude covered outpatient drugs only where the
excluded drugs have been documented to have no clinically meaningful therapeutic
value, or are insufficient in “amount, duration and scope to reasonably achieve [their]
purpose.™® Formularies also must operate in tandem with a prior authorization pro-
gram.”” Finally, the DHHS Secretary may impose other conditions on a state’s drug
formulary.®

2. Drug Use Review Programs

To ensure that prescriptions are appropriate, medically necessary, and unlikely to
result in adverse outcomes, states must operate an outpatient drug use review (DUR)
program,® including four components: 1) prospective review (or prior authorization),
2) retrospective review, 3) comparison of drug use against standards, and 4) practitio-
ner education.”” The Omnibus Budget Reconciliation Act of 1990 (OBRA 1990)"
exempts MCOs from these prospective and retrospective reviews,? but DUR require-
ments can be imposed under state law.”

* Formularies must: 1) be developed by an appropriately configured committee appointed by the state’s
governor or, alternatively, by the state’s drug use review board (see SSA § 1927(g)(3)); 2) include covered
outpatient drugs of any manufacturer having and complying with a rebate agreement with the state; 3) exclude
covered outpatient drugs only where the excluded drug is d d to have no clinically meaningful thera-
peutic value; 4) exclude covered drugs by operation of a prior authorization program; and 5) comply with other
conditions imposed by the DHHS Secretary. See SSA § 1927(d)(4); Guide Y 14,591, 17,732D (1997); see also
supra note 25 (di ing formulary operation).

# See infra note 87; compare STATE MEDICAID MANUAL, supra note 16, § 2500(A)(5), rev. 74 (Nov. 1991).
“States that elect to offer prescription drug coverage under their Medicaid progr are required to cover all of
the drugs of any manufacturer.” /d.

# See Drug Manufacturers Letters, Rel. No. 16, 2 (no date), available in HCFA, Medicaid Drug Rebate
Program Release No. 16 (visited June 8, 1998) <www.hcfa.gov> (quoting SSA § 1927(d)).

% 42 C.F.R. § 440.230(b); see Dodson v. Parham, 427 F. Supp. 97 (N.D. Ga. 1977), Guide  14,591.53,
reported in [New Developments] Guide § 28,343; see also Youngberg v. Romeo, 457 U.S. 307 (1982) (holding
similar standard applies in defining constitutional right to treatment when confined by the government), cited in
Koyanagi, supra note 15, at 20 n.4, 21 n.8.

¥ See 42 C.F.R. § 440.230(b); Guide § 17,432D (clarifying prior authorization program does not consti-
tute formulary).

B See 42 C.F.R. § 440.230(b).

¥ See SSA §§ 1903(A)3)(D), 1927(g)(1) (as amended by OBRA § 4401, Pub. L. No. 101-508, 104 Stat,
1388 (1990)) (codified as amended at 42 U.S.C. § 1396r-8); 59 Fed. Reg. 48,811 (1994); Guide § 14591.11.

% See SSA § 1927(g)(2); Guide § 14,591.11,

% OBRA, Pub. L. No. 101-508 (1990) (codified as amended at 42 U.S.C. § 1396r-8(j)(1)).

% See OIG PBM Rep., supra note 1, app. E-5n.18.

% See id. app. E-10n.31.
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Federal law permits states to use prior authorization systems to control Medicaid
coverage of covered outpatient drugs dispensed for any medically acceptable indication,*
but cannot subject newly FDA-approved drugs to prior authorization for a six-month pe-
riod.” Prior authorization systems must provide a telecommunicated response within twenty-
four hours of the drug request and provide a minimum seventy-two-hour-supply of a cov-
ered drug in an emergency.* States also may subject an entire manufacturer or labeler’s
formulary to the prior authorization system as a means to pressure the manufacturer into
compliance with state rebate programs.”’ Further, states may restrict access to therapeu-
tic drug classes by setting minimum or maximum numbers of doses per prescription or
by setting maximum numbers of prescription refills to reduce waste, fraud, and abuse.”®

3. Provider Networks

States may limit access to outpatient drugs to certain health care providers,”
except in the case of family planning services and supplies.'® MCOs serving a state’s
Medicaid population also may limit the size of the provider network, subject to certain
restrictions aimed at assuring appropriate service levels for the expected enrollment
in a service area'®! and other restrictions as to federally debarred individuals'®? and
emergency services.'® Medicaid MCOs otherwise may tailor networks by “establish-
ing any measure designed to maintain quality and control costs consistent with the
responsibilities of the organization.”'™

4. Demonstration Projects

States may experiment with new utilization control and enhancement procedures
using demonstration projects'® to obtain permits under which Medicaid requirements

% See SSA § 1927(k)(6).

95 See STATE MEDICAID MANUAL, supra note 16, § 2500(A)(5), rev. 74 (Nov. 1991).

% See SSA § 1927(d)(5); Guide § 14,591, 17,432D; Dodson v. Parham, 427 F. Supp. 97 (N.D. Ga. 1977),
Guide 9 14,591.53 (holding prior authorization system must operate after hours or otherwise to enable physician
discretion in emergencies), reported in [New Developments) Guide 428,343,

%7 See Drug Manufacturers Letters, Rel. No. 19, 2 (Oct. 5, 1995), available in HCFA, Medicaid Drug
Rebate Program Release No. 19 (visited June 8, 1998) <www.hcfa.gov>.

% See SSA § 1927(d)(6); Guide Y 17,432D.

% See supra note 7 and panying text regarding waivers.

1% See STATE MEDICAID MANUAL, supra note 16, § 2088.5 (citing SSA §§ 1902(a)(23)(B), 1905(a)(4)(C);
42 C.FR. § 431.51(b)); RX Pharm. Plus, Inc. v. Weil, No. 94-C-175, [New Developments] Guide 943,226 (D.
Colo. Apr. 25, 1995); but see Medicaid Director Letters on BBA Implementation (Jan. 14, 1998), available in
HCFA, Dear State Medicaid Director (last modified Jan. 15, 1998) <www.hcfa.gov/medicaid/bba4701a.htm>
(noting two exceptions to choice requirement in rural areas, and where health insuring organization operated
under specific statutory authority must offer choice of at least two providers); see id. att. 1 (citing SSA § 1932(a)(3)
(as amended by BBA §§ 4701, 4703, 4708(a))). In addition, federal payment largely is prohibited for drug
services related to uncomplicated voluntary abortions. See generally State MEDICAID MANUAL, supra note 16, §
4432, rev. 55 (Aug. 1991).

1% See Medicaid Director Letters, Anti-Discrimination, Anti-Gag Rule, and Adequate Capacity att. 1
(Feb. 20, 1998), available in HCFA, Dear State Medicaid Director (last modified Feb, 23, 1998) <www.hcfa.gov/
medicaid/bba2208f htm> (citing BBA § 4704(a) (SSA § 1932(b)(7))).

1% See Medicaid Director Letters, Debarred Individuals (Feb. 20, 1998), available in HCFA, Dear State
Medicaid Director (last modified Feb. 23, 1998) <www.hcfa.gov/medicaid/bba2208e.htm> (citing BBA §
4704(a) (SSA § 1932(d)(1)); Federal Acquisition Streamlining Act of 1994, Pub. L. No. 103-355, 108 Stat.
3243 (1994); 45 C.FR. § 76).

19 See Medicaid Director Letters, Emergency Services (Feb. 20, 1998), available in HCFA, Dear State
Medicaid Director (last modified Feb. 23, 1998) <www.hcfa.gov/medicaid/bba2208¢c.htm>.

1% See Medicaid Director Letters, supra note 102, att, 1 (citing BBA § 4704(a) (SSA § 1932(b)(7)).

15 See Guide § 14,625.19 (citing DHHS News Release, 1995 Report to Congress [New Develop
Guide Y 44,046 (Mar. 5, 1996)).

m
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are waived, at least in part.!% For example, the state of Washington obtained a waiver
for a demonstration project that pays pharmacists to provide cognitive services,'” i.e.,
advice as to proper drug use, to beneficiaries.'%

D. Beneficiary Safeguards

Federal law calls for the termination of a provider whose “substantial noncompli-
ance” with Medicaid requirements poses an “immediate and serious threat” to beneficiary
safety.'® HCFA gives these examples of drug hazards that may constitute such a threat: -

1) Widespread drug errors, mishandling of drugs, or other patient-related
pharmacy problems; 2) Failure to provide medications, as prescribed; 3) Fail-
ure to monitor drugs, as evidenced by lack of ordered laboratory work, fail-
ure to take vital signs as indicated by {the] drug regimen, and lack of other
nursing monitoring practices; 4) Gross mishandling of drugs . . . ; 5) Admin-
istration of drugs by unqualified staff; or 6) Administration of experimental
drugs without informed consent . . . .'"°

1% See id. 9 14,625.19. Note that the Balanced Budget Act of 1997 provides for new managed care re-
quirements for waiver programs, such as the use of a prudent layperson’s definition of emergency medical con-
dition. Balanced Budget Act of 1997, Pub. L. No. 105-33 § 4704(a) (SSA § 1932(b)(3)). HCFA allows existing
waiver programs with a grace period for the adoption of these provisions. See Medicaid Director Letters (May
6, 1998), available in HCFA, Dear State Medicaid Director (1ast modified May 7, 1998) <www.hcfa.gov/
medicaid/bba5698.htm>; see also Medicaid Director Letters (Mar. 25, 1998), available in HCFA, Dear State
Medicaid Director (last modified Mar. 26, 1998) <www.hcfa.gov/medicaid/bba-appl.htm>.

197 Medicaid’s EPSDT program requires the delivery of cognitive services under a health education rubric.
See STATE MEDICAID MANUAL, supra note 16, § 5123.2(E), rev. 6 (Oct. 1993). The text is silent as to a pharmacist’s
required role, if any, in health education required as to prescribed drugs, but speaks to encouraging as broad a
range of licensed providers as possible. See STATE MEDICAID MANUAL, supra note 16, § 5132.2(C) § 2, rev. 3
(Apr. 1990) (“The use of all types of providers is encouraged. Recipients should have the greatest possible range
and freedom of choice.”); see also, e.g., Parkwood Hosp. Olive Branch, MS v. Blue Cross & Blue Shield Ass’n/
Blue Cross & Blue Shield of Mississippi, Case No. 92-1475, reissued as Case No. 94-D74, 1994 WL 928219,
at*10-11 (Aug. 12, 1994) (correcting y of facts) (holding that educational services furnished to Medi-
care adolescent inpatients were integral to therapeutic treatment and, thus, “medically necessary routine ser-
vices,” where such educational services were ordered by physicians and documented in patient charts and where
provider was required to provide educational services in comp with state li ¢ laws). Kansas requires
its Medicaid HMO to provide health information as to pharmaceuticals, but does not specify the form in which
this information must be delivered to fulfill the contract. Kan, Cont. 7 § 1I(C), available in Study, supra note 5.

1% See, e.g., Visiting Nurse Ass’n of Los Angeles, Inc. v. Blue Cross & Blue Shield Ass’n/Blue Cross of Cal.,
Case Nos. 88-0348 & 90-1773, 1995 WL 918362, at *10 (Nov. 13, 1995) (HCFA reversing Medicaid intermediary’s
disallowance of employment costs for pharmacy consultant (PC) incurred by home health agency where PC’s

“duties were reasonable, necessary and proper, and related to patient care” in light of research showing that home
health patient experience medi and statistics showing up to 100 req; y from field staffto PC).
The BBA outlaws gag rules imposed by managed care companies on providers, protecting eommumcanon between
beneficiary and provider, such that the provider freely can advise the enrollee about his or her health condition and
any appropriate medical care for that condition, regardless of whether the care is covered by the managed care plan.
See BBA § 4704(a) (SSA § 1932(b)(3)); Medicaid Director Letters, supra note 104. Under the BBA, however, a
pharmacist is not a covered health care professional. See SSA § 1861(r); Medicaid Director Letters, supra note
102. Thus, communications between pharmacists and beneficiaries may not be afforded this same level of protec-
tion. In addition, PBMs reportedly focus on cost-cutting, particularly in light of low Medicaid reimbursement
levels, and provide no incentive to pharmacists for cognitive services that could enhance drug treatments. See Letter
from Joseph A. Oddis, Executive Vice President, American Society of Health-System Pharmacists, to June Gibbs
Brown, Inspector General, OIG, DHHS (Jan. 6, 1997), available in O1G PBM Rep., supra note 1, app. D.

19 See STATE MEDICAID MANUAL, supra note 16, § 4652(A), rev. 25 (Feb. 1987). ““Immediate and serious
threat’ is interpreted as a crisis situation in which the health and safety of patients is at risk. Generally, it is a
deficient practice which indicates the operator’s inability to furnish safe care and services.” /d.

1% See STATE MEDICAID MANUAL, supra note 16, § 4652(A), rev. 25 (Feb. 1987) (numbering and punctua-
tion supplied).
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Beneficiaries also have rights to notice; due process, fair hearing, and other pro-
_tective measures. through rules promulgated under SSA."" The Health Maintenance
Organization Act of 1973" requires that health plans, including those serving Med-
icaid beneficiaries, provide “timely” and “meaningful” appeals procedures.!"> Federal
law does not require appeal through an mdependent external body, although some
states have this requirement.". - :
Finally, MCOs cannot engage in cnrol]ment practices that exclude beneficiaries ex-
-pectéd to require frequent or expensive treatments.!'S While MCOs may target catego-
ries of beneficiaries, e.g., HIV patients, such targeting cannot have the effect of screen-
ing out those beneficiaries appareritly:likely to fequire above-average levels of care."s

E. Financial Considerations
1. State Rebate Agreements,

- Under section 4401 of OBRA 1990,"7 the federal government creates financial
incentives for states and drug manufacturers to lower drug costs. Under this authority,
HCFA denies matching funds for prescription drugs produced by any manufacturer''®
that has not entered into a state rebate agreement, with certain exceptions for vaccines
and “breakthrough” drugs."?

a. Proprietary and Generic Drug Approvals as Bases for
Drug Payments and Rebates

To determine payment rates and manufacturer rebates to states, federal law divides
covered outpatient drugs into three categories based upon market availability and FDA
approval status: 1) single source drugs; 2) noninnovator multiple source drugs; and 3)
innovator multiple source drugs. Single source drugs are produced or distributed under
FDA-approved original new drug applications (NDAs) during the rebate period, i.c.,
proprietary drugs marketed under original NDAs.'?® Noninnovator multiple source drugs
are two or more therapeutically and pharmaceutically equivalent and bio-equivalent

' See STATE MEDICAID MANUAL, supra note 16, §§ 2900-2901.1, rev. 65 (Mar. 1990); id. §§ 2901.3-04.2,
rev. 57 (Aug. 1988); id. §§ 2905-13, rev. 71 (June 1991).

"2 Pub. L. No. 93-222, 87 Stat. 914.(1973) (codifed at 42 U.S.C. § 300 et seq.).

113 See GAO HMO Complaints & Appeals Rep supra note 32, at 5; 42 U.S.C. § 300e(c)(5).

14 See id. Sixteen states have orp Igated regulations requiring such external review
of these denials. /d. at 17 & n.18 (refemng to mformatmn provided by the National Conference on State Legisla-
tures (NCSL)); id. app. I ( izing each state’s complaint and appeal requi provided by NCSL).

115 See STATE MEDICAID MANUAL, supra note 16, § 2088.3, rev. 78 (Mar. 1992) (citing STATE MEDICAID
ManNuAL, supra note 16, §2090.4); see 42 C.F.R. § 440.230(c) (prohibiting Medicaid agency from arbitrarily
denying or reducing the “amount, duration, or scope of a required service” to a beneficiary solely because of
diagnosis, type of illness, or condition).

"1 See STATE MEDICAID MANUAL, supra note 16, §2088.3, rev. 78 (Mar. 1992).

"7 See OBRA 1990 § 4401.

. "®Under the Drug Rebate Agr , the term e " is defined in SSA § 1927(k)(5) and also
encompasses entities “holding legal title to or possession of” the National Drug Code number for a covered
outpatient drug. Drug Rebate Agreement, infra note 119, § 1(/).

"% See HCFA, Medicaid Drug Rebate Agreement, available in HCFA, Rebate Agreement (last modified
Feb. 20, 1998) <www.hcfa.gov/medicaid/drug8.htm> [hereinafter Drug Rebate Agreement]; OBRA 1990 §
4401; STaTE MEDICAID MANUAL, supra note 16, § 2500(A)(5), rev. 74 (Nov. 1991); see STATE MEDICAID MANUAL,
supra note 16, § 2500(A)(5), rev. 74 (Nov. 1991).

' See Drug Rebate Agreement, supra note 119, § 1(z) (cmng SSA § 1927(k}(7)(A)(iv)) (including cov-
ered outpanem drug approved by FDA under Establishment License Approval (ELA), Product License Ap-
proval (PLA), or Antibiotic Drug Approval (ADA)); Guide 9 17,432K; see also Guide ¥ 14,723.29 (citing
Pfizer, Inc. v. Heckler, 735 F.2d. 1502, [New Developments] Guide § 34,001 (D.C. Cir. 1984) (holding that
single source drug, otherwise excluded from maximum cost limitations, became multiple source drug where
patent holder licensed drug to another firm for marketing purposes).
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drug products, i.e., generic drugs, sold or marketed'?' in the United States during the
period'® by two or more drug manufacturers or labelers.'® Innovator multiple source
drugs are those noninnovator multiple source drugs that also are marketed'?* under
original NDAs during the period, i.e., newly approved generic drugs.'”

b. Rebate Contracts Between States and Drug Manufacturers

To render their covered products payable under Medicaid, drug manufacturers must
establish contracts providing rebates to states, in accordance with prompt payment, con-
fidentiality, penalty, and other provisions.'” In addition, the inclusion of products in
state formularies is conditional upon a manufacturer’s continued compliance with agreed
rebate contracts.'?” Under certain conditions, Medicaid payments can be authorized for
single source or innovator multiple source drugs not encompassed in a rebate contract.'?
These rebate programs include both prescription and OTC drugs.'*

12! The term “marketed” means manufacturer’s first selling of the drug product in the United States follow-
ing FDA approval. See Drug Rebate Agreement, supra note 119, § I(m).

"2 See id. § I(t) (citing SSA § 1927(k)(7)(A)) (including covered outpatient drugs approved under NDA);
Guide §17,432K.

13 See Guide 1 22,888.301. Noninnovator multiple source drugs may be sold , under two different propri-
etary names, or under a proprietary name and under a generic name. /d.

124 See supra note 121 (meaning of “marketed”).

15 See Drug Rebate Agreement, supra note 119, § 1(k) (citing SSA § 1927(k)(7)(A)(ii) and including all
covered outpatient drugs approved under NDA, PLA, ELA, or ADA); Guide Y 22,888.301.

126 Soe OBRA 1990; SSA §§ 1902(a)(54), 1903(i)(10), 1927; Guide § 14,010, 14,591. To obtain Medicaid
coverage for their products, manufacturers also must enter into drug pricing agreements with the Public Health
Service and the Department of Veterans A ffairs, See Drug Manufacturers Letters, Rel. No. 6, 1 (no date), available
in HCFA, Medicaid Drug Rebate Program Release No. 6 (visited June 8, 1998) <www.hcfa.gov> (citing SSA §
1927(a) (as amended by the Veterans Health Care Act of 1992, Pub. L. No. 102-585, 106 Stat, 4943 (1992)
(codified as amended at 38 U.S.C. §§ 1704, 1720D, 7318, 8126))). Manufacturers must pay rebates on all undis-
puted data and provide specific details as to disputed data within thirty-eight days of the state’s mailing of its
utilization data to the manufacturer. See Drug Manufacturers Letters, Rel. No. 11, 3 9 2 (no date), available in
HCFA, Medicaid Drug Rebate Program Release No. 11 (visited June 8, 1998) <www.hcfa.gov>; ¢f. Drug Rebate
Agreement, supra note 119, § 1a) (30 days); see Drug Manufacturers Letters, Rel. No. 11, 4 § 4 (no date),

ilable in HCFA, Medicaid Drug Rebate Program Release No. 11 (visited June 8, 1998) <www.hcfa.gov>;
Drug Rebate Agreement, supra note 119, §§ IV, VII(b); Guide § 17,432B-C. To ensure that all of a manufacturer’s
drug products are properly reported, HCFA compares a drug manufacturer’s quarterly pricing submissions to it
under the Medicaid drug rebate program with FDA’s drug listing database, in which all drug products of a manufac-
turer are required to be registered. See Drug Manuf: Letters, Rel. No. 30, 1 (no date), available in HCFA,
Medicaid Drug Rebate Program Release No. 30 (visited June 8, 1998) <www.hcfa.gov>. Due to the continuing
shift of health care service delivery into outpatient settings, HCFA requires the repomng of all drug products that are
identified by a National Drug Code (NDC), regardless of whether the products are d only for inpatient use.
See id. Rel. No. 12, 1 (no date), available in HCFA, Medicaid Drug Rebate Program Release No. 12 (visited
June 8, 1998) <www.hcfa.gov>; see also id. Rel. No. 14, 2-3 (no date), available in HCFA, Medicaid Drug
Rebate Program Release No. 14 (visited June 8, 1998) <www.hcfa.gov> (listing Medicaid drug program factors
identified by state officials in the Pharmacy Technical Advisory Group (P-TAG) that, when misunderstood, could
lead to rebate disputes, e.g., the inclusion by states of nursing home drug dispensing data, which may not be in-
cluded in manufacturer marketing data); Letter from Donald W. Herman, Chair, P-TAG, to June Gibbs Brown,
Inspector General, OIG, DHHS (Feb. 5, 1997), available in O1G PBM Rep., supra note 1, app. D (stressing that
HEDIS data d that Medicaid populations have quality issues distinguishable from those of Medicare
populations).

177 See Guide ¥ 17,432B-C.

128 The rebate requirement, and SSA § 1903(i)(10)(A), do:

not apply to the dispensing of a single source or innovator multiple source drug if (A)(i) the State has

made a determination that the availability of the drug is essential to the health of beneficiaries under

the State plan for medical assistance; (i) such drug has been given a rating of 1-A by ... . [FDA); and

(iii) the physician has obtained approval for use of the drug in advance of its dispensing in accor-

dance wnth a prior authorization program .., or (I1) the Secretary has reviewed and approved the

State’sd ination under subparagr
SSA § 1927(b)(3) (codified as amended at 42 U.S. C § 13961' -98(b)), reprinted in Guide § 17,432A.

12 See Drug Manufacturers Letters, Rel. No. 6, 3 (no date), available in HCFA, Medicaid Drug Rebate
Program Release No. 6 (visited June 8, 1998) <www.hcfa.gov> (citing SSA § l927(k)).
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c. Interaction Between Rebates, Capitation Payments, and
PBM Incentives

No rebates are due to states for drugs for which payment is capitated."*® HCFA,
however, stipulates that rebates are due for capitated drug products if a pharmacy
receives fee-for-service Medicaid reimbursement on any portion of the drug claim,
e.g., a dispensing fee.™!

PBM s also enter into the rebate equation.'*? Where a manufacturer extends lower
wholesale or retail prices to PBMs through rebates, discounts, or other pricing ar-
rangements, those lower prices must be included in best price (BP) determinations.'”
HCFA instructs that manufacturers’ pricing incentives to PBMs affect average
manufacturer’s price (AMP)!* calculations only where the PBM functions as a “whole-
saler,” under the state rebate agreement.'*

d. Rebate Calculations
Within thirty days of each rebate period, states and manufacturers must exchange
utilization data,'* and AMP and BP information, respectively.'*’ From this exchanged

1% See Drug Manufacturers Letters, Rel, No. 28, 3 (no date), available in HCFA, Medicaid Drug Rebate
Program Release No. 28 (visited June 8, 1998) <www.hcfa.gov>; but see Drug Manufacturers Letters, Rel.
No. 11, 7 (no date), available in HCFA, Medicaid Drug Rebate Program Release No. 11 (visited June 8, 1998)
<www.hcfa.gov> (noting that BP calculations must include drug prices to TennCare, Tennessee's Medicaid
managed care entity, where TennCare provides drugs under capitation, but that AMP calculations generally
exclude these prices to TennCare). The State of Vermont elected to retain its FFS arrangements for outpatient
drug services so as to avoid the rebate reductions possible through the exclusion of capitated drug services from
the rebate calculation. See Drug Manufé Letters, Rel. No. 23, 2 (no date), available in HCFA, Medicaid
Drug Rebate Program Release No. 23 (visited June 8, 1998) <www.hcfa.gov>.

13! See Drug Manufacturers Letters, Rel. No. 28, 3 (no date), available in HCFA, Medicaid Drug Rebate
Program Release No. 28 (visited June 8, 1998) <www.hcfa.gov>; Drug Manufacturers Letters, Rel. No. 25, 2 (no
date), available in HCFA, Medicaid Drug Rebate Program Release No. 25 (visited June 8, 1998) <www.hcfa.gov>,

132 See supra Part 1.B. Judith Cahill, ive di of the Academy of Managed Care Ph Y, 8
national association of some 3500-plus members and 600 health care organizations, including HMOs and PBMs,
reports that the disposition of manufacturer rebates paid to PBMs is contractually agreed and that a leading PBM
returns all manufacturer rebates to the HMO, unless otherwise agreed. Letter from Judith A. Cahill, supra note
19, at§ 5, available in O1G PBM Rep., supra note 1, app. D

13 See Drug Rebate Agreement, supra note 119, § 1(a) (“AMP includes cash di llowed and all
other price reductions (other than rebates . . . ).”); Drug Manufacturers Letters, Rel. No. 28, 1 (no date), avail-
able in HCFA, Medicaid Drug Rebate Program Release No. 28 (visited June 8, 1998) <www.hcfa.gov>; see
also Drug Manufacturers Letters, Rel. No. 14, 1 (no date), lable in HCFA, Medicaid Drug Rebate Pro-
gram Release No. 14 (visited June 8, 1998) <www.hcfa.gov> (discussing AMP and BP adjustments for admin-
istrative fees paid by manufacturers to buyers of covered outpatient drugs and clarifying “other arrangements”
affecting realized price) (citing SSA § 1927; Drug Rebate Agreement, supra note 119, § (a),(d)). For smgle and
innovator multiple source drugs, best price is the manufacturer's lowest price, including discounts, rebates, and
free goods, during the rebate period to any wholesaler, retailer, or healthcare entity or provider, with some excep-
tions. See Guide § 17,432C; Drug Manufacturers Letters, Rel. No. 29, 2 (revised June 2, 1997), available in
HCFA, Medicaid Drug Rebate ngram Release No. 29 (vmﬁed June 8, 1998) <www.hcfa.gov>.

134 Average manufactwer price (AMP) is the average price for each drug per dosage form and strength,

luding prompt p paidto fi in the United States by wholesalers distributing to
retail phammmes 1. 9 17,432). The AMP applies to and must be maintained with additions or deletions of
package sizes. See Drug Manufacturers Letters, Rel. No. 9, 3-4 (no date), available in HCFA, Medicaid Drug
Rebate Program Release No. 9 (visited June 8, 1998) <www.hcfa,gov>,

13 See Drug Manufacturers Letters, Rel. No. 29, 2 (revised June 2, 1997), available in HCFA, Medicaid
Drug Rebate Program Release No. 29 (visited June 8, 1998) <www.hcfa.gov>.

1% See Drug Rebate Agreement, supra note 119, § I(n) (defining data in “Medicaid Utilization Inf
tion” provided by state); Guide § 17,432A (requiring states to provide utilization data include total units dis-
pensed per dosage form, strength, and package size for each covered outpatient drug); see also Drug Manufac-
turers Letters, Rel. No. 3, 3 (Dec. 26, 1991), available in HCFA, Medicaid Drug Rebate Program Release No.
3 (visited June 8, 1998) <www.hcfa.gov> (clarifying AMP, BP, and Units Per Package Size).

1 See Drug Rebate Agreement, supra note 119, § I(a). Manufacturers must provide HCFA this pricing
information on a quarterty basis, subject to $10,000 daily penaities or rebate agreement suspension for delays in
providing this information beyond thirty days after quarter’s end. See Drug Manufacturers Letters, Rel. No. 4, 2
(Feb. 26, 1992), available in HCFA, Medicaid Drug Rebate Program Release No. 4 (visited June 8, 1998)
<www.hcfa.gov> (citing SSA § 1927(b)(3X(C)); Drug Rebate Agreement, supra note 119, § IV(b) (dally fines).
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information,, the basic rebate is paid to states for Medicaid use of single source and
innovator multlple source drugs with the rebate amount being the greater of 1) pay-
ments made in excess of a manufacturer’s BP for the numbers of units per dosage
form and strength of these drugs paid under Medicaid during the penod or 2) a
minimum rebate of 15.1% of actual state payments.'*

A simplified scenario demonstrates the operation of basic rebate. Say a state pays
out $5.5 million for a set of drugs, i.c., sum of prices paid for 500,000 units, during
the rebate period. If'the manufacturer’s BP for the same set of drugs during tﬁe same
period is $5 million, then the manufacturer is obligated to rebate $775,000.to ‘the
state.' Even if the state pays out $5 million for the drug set and the BP is $5.5

~million, the manufacturer rebate still totals $775,000.  Thus, in the latter examples,
the 'manufacturer not only provides the state with a $500,000 discount from its best
price, but $775,000 in addition, for a total incentive of $1,125,000 paid to the state, or
the equivalent of a 22.5% subsidy of the state’s drug purchases under Medicaid and a
20.5% discount of the manufacturer’s best price obtained on the open market.

- Manufacturers must return to states an additional rebate amount for the number
of units per dosage form (e.g., tablet) and strength (e.g., 200 milligrams) of single
source and innovator multiple source drugs paid under Medicaid during the rcbate
period. By pegging the additional amount to the 1990 Consumer Price Index, this

.-rebate operates by limiting states’ inflation rate risk with respect to drug prices.'® The

' rebate amount for other drugs {i.e., noninnovator multiple source dnigs or drugs used
by the state, but not included in the rebate contract) is calculated as the product of
-numbers of units per dosage form and strength multiplied-by eleven percent of the
AMP per dosage form and strength. L

2. B,erieﬁciary Cost-Sharing

" . Within limits,'# states mdy impose cost-sharing fees, e.g., copayments, upon
medically needy recipients,'*’ provided those fees are nondiscriminatory.'* States may
not use Medicaid funds to subsidize providers for uncollected copayments and other
cost sharing amounts.' On the other hand, courts have enjoined states from reducing
provider reimbursement payments by expected copayment amounts, regardless of

- whether these copayments actually were collected from beneficiaries.'* In their.effect
on state rebates, copayment and third-party payments, such as from insurers other
than Medicaid, reduce the total reimbursement.’’

1% See Guide § 17,432C. . - RN’ :

'¥ State payment, i.e., $5.5 million, less BP, i.c., $5 million, equnls $500,000. Sune payment, i.e., $5 5
million, multiplied by15.1%, equals $775,000.

' Guide 4 14,591.11 (noting rebate p ges adjusted to achieve budget y); id. 91 7,432C
(tymg contracts to a 1990-based consumer pnce index). ! B

1! See supra citations accompanying note 140. '

' Children aged 18 and younger, pregnant women, certain HMO enrollees and individuals receiving plan-
mng and emergency services are federally exempt from cost-sharing fee. See Guide 4] 14,515. Persons under hos-
pice care are also exempted from cost-sharing fees. /d. at 14,604B.25; see SSA § 1927(¢) (copay exemptions).

143 See 42 C.F.R. § 441.56(a)(2)(iii).

' ' See Guide  14,591.53 (cmngDunnv Ginsberg, No. 80-2267- CH (S.D.W. Va 1980) [New Develop-
ments] Guide Y 30,802.
' 145 See DHHS Departmental Appeals Board Decision, Doc. No. A-92-165, Dec. No. 1412 (May 17,
1993); Guide 4 14,594.53.

146 See Pharmaceutical Soc’y of the State of N.Y., Inc. v. New York State Dep’t of Soc. Svcs., No. 93-CV-
1208, (N.D.N.Y. 1993) Guide 1 17,723.29 (prellmmary injunction), reported in [New Developments] Guide
42,036; see also STATE MEDICAID MANUAL supra note 16, § 2080.16, rev. 83 (Sept. 1993) (requiring state

agencies to reduce Medicaid payments “to the extent that any third party [health i ] coverage
by or for recipients pays for part of the [provided] service”) (citing 42 C.E.R. § 433.135fY).
17 See Drug Manufacturers Letters, Rel. No. 6, 1 (no date), available in HCFA, Medicaid Drug Rebate

Program Release No. 6 (visited June 8, 1998) <www.hcfa.gov>.
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3. Capitated Drug Payments

States may contract with MCOs to pay for drugs on a capitated basis,'*® but must
pick up coverage and payment for covered drug services not set forth in these fiscal
agent contracts.'? Generally, Medicaid risk payments to a contractor for services can-
not exceed the charges that would have been incurred on a fee-for-service basis for the
same suite, of services for an actuarially similar population group.'® These maximum
payment limits also apply to drugs delivered in ICF or SNF settings under capitated
arrangements.'"!

4. Maximum Payment Rates

Under federal regulations, the maximum payment for each multiple source drug'*
must not exceed a per-drug aggregate of a reasonable dispensing fee plus 150% of the
least costly equivalent drug.' Maximum payments for single and innovator multiple-
source drugs are set forth in the federally established drug list.'* Where proprietary
drugs are certified as medically necessary or for unlisted multiple source drugs, the
maximum payment is the lower of the estimated acquisition cost plus a reasonable
dispensing fee, or the provider’s “generally available usual and customary” charge.'s
States periodically must evaluate and describe their performance as to maximum pay-
ments.'%

IV. STATE MEDICAID MANAGED CARE PROGRAMS: COMPLIANCE GAPS
AND DRUG AccEss IsSUES'’

The previous section outlines the federal law as it applies to pharmaceuticals
under state Medicaid programs and specifically under Medicaid managed care fi-
nancing and delivery systems. Here, the paper examines various aspects of existing
state Medicaid managed care contracts and RFPs to point out provisions of those
contracts and RFPs that 1) arguably deviate from the requirements of federal law, or
2) operate or potentially operate in such a manner as to create barriers to beneficia-
ries’ access to pharmaceuticals. Examples of such troublesome provisions follow. '8

148 See Ostrow Pharmacies v. Beal, 394 F. Supp. 22 (E.D. Pa. 1975); Guide § 14, 935.35.

19 Guide § 14 935.37 n.2088.8.

150 p, bly, these risk payments would i
established risk pools. See 42 C.F.R. § 447.361; Guide § 21 ,898.

3! See 42 C.F.R. § 447.334; Guide  21,894.

52 See SSA'§ 1927(a)-(k); Guide 9 14,723; 42 U.S.C. § 1369r-8.

15 See 42 CER. § 447.332; Guide 1 14,723.

"1% See Guide 4 14,010.”

135 See 42 C.E.R. § 447.331; Guide 1 14,010, 14,723,

1% See 42 C.F.R. § 447.333.

' The crmcxsm herein is offered in a constructive manner. While extensive knowledge and research of
mdlvxdual statcs practlce (e.g.,asto legal standards of accepted medical practice adopted by state courts) may
inform the criticism and provide rational, but nonobvious, explanations for the criticized contract or RFP lan-
guage, such a per-state focus is beyond the scope of the immediate endeavor. The language evaluated in the
following section was chosen strictly to demonstrate barriers to drug access and is not mtended to single out
particular states.

158 A comprehensive analysis of each state Medicaid managed care or RFP is beyond the scope of this
paper.

Tud : q

aswellas paid from any
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A. Scope of Coverage
1. Coloradoi_s Covered Outpatient Drugs

Colorado ties its designation of covered outpatient drugs to FDA approval, re-
quiring its managed care contractor to ensure provision of covered “drugs and medi-
cines”'*® that FDA has approved for use.'® Further, Colorado covers these products
“only to the extent that they are used to treat a condition which the FDA has deter-
mined that the drug or medicine is medically appropriate, following FDA[-]approved
routes of administration . . . ¢!

Beyond an undifferentiated distinction between drugs and medicines, this con-
tract language from Colorado produces two access problems. First, the contract’s reli-
ance on an FDA determination as to medical appropriateness presents two problems
in that 1) FDA does not make determinations of medical appropriateness, as such
determinations arguably constitute the practice of medicine; and 2) HCFA requires
any decision as to medical necessity to be made based on the professional medical
judgment of the beneficiary’s attending physician, rather than by government offi-
cials.'? Colorado’s language essentially requires FDA to perform a screening func-
tion between physician and beneficiary, a potential, but facially obvious, barrier to the
beneficiary’s receipt of medically appropriate medicines.

Second, as in the regulation of all technology-driven fields, the leading edge of
medical practice outpaces FDA approval. Colorado’s language errs, albeit likely for
concerns for drug safety for beneficiaries, by mistaking FDA approval, down to its
approval of precise routes of administration, for the proper state of the medical arts.
Under Colorado’s terms, a beneficiary arguably would be denied coverage for off-label
uses of an FDA-approved drug. Yet, the American Medical Association estimates that
forty to sixty percent of all prescriptions are for off-label uses.'®® Further, Medicaid
beneficiaries tend to congregate at academic medical centers and institutions where
medical practice likely is at its most innovative and, therefore, is more likely to in-
volve off-label uses of pharmaceutical products.'**

2. The District of Columbia's Coverage Concerns
The District of Columbia’s Medicaid managed care contract contains two points

of concern as to access. First, the District of Columbia flatly excludes experimental
products from coverage.'®® This provision, however, is at odds with the federal

' Colo. Cont. § IV(AX1), 21, ex. 19A § A(21)a), available in Study, supra note 5.

'“ Interestingly, the contract qualifics FDA approval by limiting it to approval “for use in the United
States.” /d. Indeed, FDA's approval authority is limited to the United States.

161

162 ;:

163 Edmund Polubinski I11, Note, Closing the Channels of C ication: A First Amend, Analysi
of FDA's Policy on Manuﬁlcrurer Pmmanan af Oﬂ‘ Label " Use 83 Va. L. Rev. 991, 997-98 (1997).

14 This mgregation of M mshtmansmultsﬁvmtheopemuonof
the i iple of supply and d PrmpmdfoﬂhedehveryofMed:cmdserwmmlow,msulungm
the lower availsble s supply of willing providers. Academic medical institutions have at least some, but decreasing,
means to subsidize the cost of care to Medicaid beneficiaries with grants and certain govcmmental financial sup-
poﬁaford:medmnomlmdeavom Grvemhepnmmly ducational of dical centers, Med-
icaid beneficiaries are i in that, sadly, their generally poorer health status, coupled
with other deleterious factors, camthemlopmsemwnhgmterclmcaloomplexny

165 D C Cont., add. 13, available in Study, supra note 5. The available, i.¢., online, version of this source

issing a heading or other indication of exclusion, madmg“Allovcr—the—oountmdm@thnmnot
pmscribedorttutmnotspeclﬁcallydlowedmﬂnnbovemmonedcm " This passage is read reasonably
to refer to a coverage exclusion when viewed with its following text and lack of federal support for Medicaid
coverage for unprescribed OTC drugs. See42 U.S.C. § 1927KiX4).
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government’s position permitting such coverage under special permit provisions, a
point recognized by the Second Circuit Court of Appeals in Harris v. Rockefeller.'
Lack of access to experimental treatments not only terminates the ability of very ill
patients to pursue alternatives with their physicians, but also undermines potential
medical breakthroughs enabled by this experimentation.

Second, the D.C. contract states that “[a]ll anorexia drugs (amphetamine and
amphetamine[-}]like) are excluded except for diagnosed conditions of narcolepsy and
minimal brain dysfunction in children.”'¢” Here, a strict reading can lead to a trouble-
some result because it excludes coverage of “all anorexia drugs” for diagnoses of
anorexia, a common and sometimes fatal condition.'® At best, the contract language
is ambiguous in its failure to classify the parenthetical “amphetamine or amphet-
amine[-]like” as either equivalent to or merely exemplary of “all anorexia drugs.”'®

The intent behind the District’s restriction on these drugs likely centers on pre-
venting amphetamine abuse and addiction.'” As a practical matter, this provision
would 1) remove the financial incentive for physicians and other authorized parties to
prescribe these products, absent one of the two permitted diagnoses; and 2) raise a
financial bar to the acquisition of these products where the beneficiary would have to
pay out of pocket for the products. As written, the contract language appears to deny
access to medically necessary care by anorexic beneficiaries.

3. Combination Products

a. Connecticut'’s Coverage of Combination Products

Connecticut interestingly disconnects coverage of drug services from certain labo-
ratory assays required to use the drugs safely. For example, while Connecticut’s Med-
icaid program covers a school-aged child beneficiary’s prescribed insulin and insulin
syringes, the state apparently does not cover support services by a school health clinic
to test the child’s blood glucose level so as to permit proper insulin dosing throughout
the day.'”

Lack of Medicaid coverage for these necessary monitoring services presents an
access problem in situations where school clinics cannot afford blood collection and
glucose testing supplies. This could present a major health risk to diabetic children,
who most frequently suffer from so-called “brittle diabetes,” a form of the disease that
is extremely difficult to control due to unpredictable and often devastating oscillations
in insulin and carbohydrate tolerance.'”

b. Exclusivity of Combined Products in Florida and Hawaii
Medication management services are an important component of healthcare de-
livery. Drug manufacturers may set up these management services, but then restrict
access through exclusive licensing or other methods. Manufacturer-imposed restric-
tions on medication management, however, may lead some states to exclude certain
prescription drugs from coverage, such as the exclusion of Clozaril® from Hawaii’s

1% See supra note 75 and accompanying text.
167 D,C. Cont., add. I, 3, available in Study, supra note 5.

I“ld_

led

10 See, e.g., id. art. 7(6) at 9 (requiring mini beneficiary health education services to inchude informa-
tion as to pi ion and tr of sub: abuse).

1" See Conn. Cont., Ex. D § A(25)(b) (excluding visits for “sole purpose of administering or monitoring
medications”), available in Study, supra note 5.
172 See STEDMAN’S MEDICAL DICTIONARY 436 (215t ed. 1966).
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comprehensive mental health Medicaid program.'” States also can restrict access to
medication management services. Florida, for example, requires that its Medicaid
managed care plan “either manage or have under subcontract a SANDOZ[-]approved
Clozaril[®] management system.”'’

4. Medical Screening in Florida

Florida permits county public health units (CPHUs) to deliver and receive reim-
bursement for prescription drug services that are “directly related to the testing and
treatment of sexually transmitted diseases, immunizations, medical screening, and
tuberculosis” without prior authorization.'” Florida’s contract, however, leaves open
the question of whether, for. example, cholesterol-lowering drugs prescribed upon
medical screening’s identification of hypercholesterolemia would be reimbursable under
this direct relationship language. Given the known link between hypercholesterolemia
and heart disease, it would be important to encourage such screening and appropriate
medication without a prior authorization barrier in place.

B. Dealing with Special Populations
1. Hawaii's Children in the Hands of Health Plans

The interaction between Hawaii’s Medicaid managed care regime and the Indi-
viduals with Disabilities Education Act (IDEA) may undermine the physician’s role
in developing and implementing Individualized Education Programs (IEPs) for dis-
abled children on Medicaid.' Briefly, under IDEA, IEP must incorporate the medical
services that are needed to support disabled children’s learning and integration.'”
Hawaii’s RFP states that the health plan, rather than the physician, determines what
services are medically necessary in a beneficiary’s IEP."

2. HIV-Infected in the District of Columbia.

The District of Columbia directly reimburses pharmacies for Retrovir® (AZT) in
treatment of AIDS and AIDS-Related Complex (ARC), a precursor to full-blown AIDS.'”
The concern here lies not in the direct reimbursement approach, but rather in the exclu-
sion of HIV infection from the D.C. contract. AZT is widely used as a prophylaxis
promptly upon discovery of infection so as to stave off the development of ARC or
AIDS. The D.C. contract appears to bar access to AZT under these conditions.

' See Haw. RFP 24-25, available in Study, supra note 5. Hawaii’s mental health and substance abuse
program includes prescription drugs, medicati 8 and methad services for adults
and children. See id. § 31.010, 24-25; id. at § 31.020, 26-27.

' Fla. Cont. 217, para. 4, available in Study, supra note 5; see Penn. Behavioral Health RFP 51-52 §
(a)(12), available in Study, supra note 5. “The . . . [managed care organization] must conform to established
federal drug administration, manufacturer, and department guidelines for member selection, and
monitoring for clozapine therapy . ...” /d. (emphasis supplied) (capitalization omitted)

' Fla, Cont. 78 para. h, available in Study, supra note 5.

'76 Pub. L. No. 94-142 (codified as amended and reauthorized as Pub. L. No. 102-119). IDEA calls for an
Individualized Family Support Plan for disabled children aged 0-3 and an Individualized Education Plan (IEP)
for children aged 3-20 years. /d.

177 See id.
'78 Haw. RFP 30-31 to 30-35, available in Study, supra note 5. “[Question] 6[:] Does the health plan
determine what is medically y in each recipient’s IEP? . . . [Answer:] Yes, the health plan determines

what is medically necessary.” /d.
1" See D.C. Cont., add. I, 3, available in Study, supra note 5.
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3. Is-California’s Coordinated Care of Tuberculosis Chaotic?

States seck to supplement:their Medicaid managed care budget by delivering ser-
vices through other state and local organizations. While this coordination of care is
commendable and perhaps economically efficient, any departure from “one-stop shop-
ping” adds to the already sizable burdens faced by Medicaid beneﬁcxanes and. may
introduce complexity, another. barrier to care.

States’ Medicaid coverage of directly observed therapy (DOT) provides an ex-
ample. DOT is the process by which drug compliance is improved by the caregiver’s
direct observation of the patient’s administration of drugs at prescribed times. DOT
has become an important key to combating tuberculosis'and HIV infection; In the case
of tuberculosis (TB), the infective agent increasingly resists antibiotic treatment. Non-
compliance with specific drug regimens can result in the resurgence of a more viru-
lent bacterial strain and in reduced treatment alternatives. With HIV treatment, new
drug “cocktails” require precisely timed multiple drug administrations throughout
each twenty-four hour period. The risk of noncompliance with tuberculosis and HIV
medication protocols, and the devastating consequences of noncompliance are major
considerations when treating Medicaid beneficiaries who are homeless, addicted, or
suffer with mental illness, or otherwise have challenges to their ability to comply fully
with their medication regimes.

California’s Medicaid managed care contract, however, does not cover DOT for
tubercular beneficiaries, a surprising gap given the importance of precisely followed
TB treatment plans.'® Rather, the state relies on local health departments to provide
these services.'® Under California’s plan, the managed care contractor assesses the
noncompliance risk for beneficiaries requiring antituberculosis drugs;'®? refers those
at risk to the health department’s tuberculosis control officer;'®* and follows up and
coordinates care with that officer.'®

Although its Medicaid program does not cover DOT for TB, California makes
certain DOT referrals mandatory for the following categories of beneficiaries with
active tuberculosis: 1) those with infections demonstrating multiple-drug resistance,
i.e., defined as resistance to Isoniazid and Rifampin;'®* 2) those with treatment fail-
ures or who have relapsed following a completed treatment regimen; 3) the young;
and 4) those who have “demonstrated noncompliance, e.g., those who failed to keep
office appointments.”'®

California’s risk assessment, however, appears to be triggered only for bcneﬁcna-
ries with certain characteristics. “The Contractor will assess the following groups of
Members for potential noncompliance and for consideration for DOT: substance abus-
ers, persons with mental illness, the elderly, persons with unmet housing needs, and
persons with language or cultural barriers.”'¥

1% See Cal. Cont. § 6.7.3.7, pp. 89-90, available in Study, supra note 5.

% See id.

182 See id.

18 See id.

18 See id.

' California’s Medicaid program apparently will not cover DOT for TB suﬂ”erers, but mandates DOT
referrals for those with multiple-drug TB. Ironically, such multiple-drug resi could be avoided in
whole or in part had California covered DOT for TB sufferers in the ﬁrst instance of infection.

1% Jd. As to the demc ion of pliance, the language is unclear as to whether failure to
keep appoi is definitional or merely plary of pli
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While these categories are helpful in identifying beneficiaries who may be at risk
for noncompliance, at least two questions remain as to the degree of success with
which this requirement is implemented. First, are physicians aware of nonobvious
patient characteristics that indicate potential noncompliance, particularly where man-
aged care plans and contracting physician groups strictly budgets physician-patient
contact time at fifteen minutes for new patients and seven minutes for established
patients? Second, what efforts are underway to inform physicians who largely are
untrained as to cultural influences on patient compliance, e.g., the roles of fatalismo
and machismo in Hispanic patients.'®®

4. Terminally Ill in South Carolina

South Carolina’s core drug benefits cover “needed pharmaceuticals . . . for the
purpose of saving lives in emergency situations or during short term illness, sustain-
ing life in chronic or long term illness, or limiting the need for hospitalization.”'*
Under South Carolina’s contract language, then, drugs to reduce pain for the termi-
nally ill apparently would not be covered, a position facially contrary to federal law on
the issue.!®

C. Utilization Controls
1. Washingtons Loose Language of Medical Necessity

Washington’s managed care contract is replete with qualifying language as to the
necessity of services. While Washington’s contractor must render drug services that
are “as accessible in terms of amount, duration, and scope”'®! as these services are
under the state’s Medicaid fee-for-service program, “[t]his shall not be construed to
prevent the Contractor from establishing utilization control measures as it deems nec-
essary to assure that services are appropriately utilized, provided that utilization con-
trol measures do not deny medically necessary covered services to Members . . . .”'%

One reading of this language appears to place the plan’s view of appropriateness
(e.g., as expressed by denials of or limitations on coverage under prior authorization
decisions) in conflict with the physician’s view of medical necessity. In reality, how-
ever, where plans employ or have risk-sharing contracts with physicians that enhance
physician reimbursement with decreased utilization, these views often conflate to a
substantial degree.

2. Formulating Formularies in New York

New York permits plans to adopt their own prescription formularies, provided
they include all items in the New York State Medicaid formulary, or “generic or thera-

"% Fatalismo, or fatalism, can reduce drug compliance by a patient’s beliefs and feelings of powerlessness
leading to the acceptance of illness as an act of God not to be overcome by home intervention. In addition,
machismo, a Hispanic male’s prideful self-image as ever-virile and dominant, can work to prevent Hispanic men
from seeking out medical care in the first place. Cultural competency argues against requiring Hispanic men
from having to “suffer” through multiple visits to caregivers, which these men may perceive as embarrassing
affronts to their manliness. '

'®'S.C. Cont. app. C 10, available in Study, supra note 5.

'% See supra note 64 and accompanying text.

""" Wash. Cont. 15 § IV(4.11) (citing 42 C.F.R. § 434.20), available in Study, supra note S.

2 1d. 13 § IV(4.1), available in Study, supra note 5.
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peutic equivalents.”'”® Because this contract language is somewhat vague and does
not distinguish between these generic and therapeutic equivalents, New York may
permit plans too much latitude in creating formularies, thereby restricting access to
some pharmaceutical products.'**

D. Drug Dispensation in South Carolina

South Carolina takes a relatively liberal approach to prescription dispensations
and allows reimbursement for up to three prescriptions or refills per recipient each
month.'" Elderly and other beneficiaries needing numerous drugs who arrive at the
pharmacy with, say, four new prescriptions in hand, however, would encounter prob-
lems with this limit of three prescriptions and be required to pay full retail drug charges
out of pocket with harsh financial consequences. South Carolina, however, appears to
recognize this burden of repeated out-of-pocket payments to beneficiaries and sets
forth the requirement for the minimum dispensation of a thirty-day supply. Fortu-
nately for sufferers of chronic illnesses, South Carolina shifts this minimum dispensa-
tion to a 100-day supply for maintenance medication, “where appropriate,” and incor-
porates several exemptions to the dispensation limit.'*

E. Product Substitution in Washington and Minnesota

Generic drugs are well-incorporated into Medicaid programs, and substitution of
generic for proprietary products is the rule rather than the exception. States, however,
generally specify procedures by which brand name drugs may be dispensed and covered.

In Washington, the contractor must provide written notice to the prescribing pro-
vider of its action in denying, discontinuing, or modifying a covered prescription drug
within fifteen working days of that action and subject to certain grievance proce-
dures."” Suppose, for example, that the prescribing physician indicates that the brand
name drug should be dispensed “as written,” meaning generic substitution is not medi-
cally appropriate under the circumstances. Now imagine the beneficiary presenting
the prescription for dispensation at the pharmacy and being informed that the brand
name product is not available, e.g., inadequate stocks on hand. Rather than surmount-
ing further transportation and other barriers to return at a later date, the beneficiary
accepts generic substitution. The physician, however, does not learn of this substitu-
tion for fifteen working days post-prescription. In the meantime, the patient’s therapy
continues, perhaps with an inappropriate product. Thus, while Washington’s contract
language does close the loop for communication to the prescribing professional, the
temporal delay may result in slower recovery periods, extended contagion, drug inter-
actions, and other complications.

Minnesota’s contract covers prescribed pharmaceutical and OTC drugs “contained
in . . . [its Medicaid] drug formulary or that are the therapeutic equivalent to . . . [these]
formulary drugs.” ' The Minnesota MCOs “must provide the brand name . . . formu-

" N.Y. RFP § 2.6.5 pp. 30-31, available in Study, supra note 5.

' Food and Drug Administration (FDA) approval requires that a generic drug product possess bioequiva-
lence to the proprietary product. In short, to obtain FDA approval, the generic product must provide drug

bolism rates and therapeutic levels identical to those of the previously FDA-approved brand name drug.

195 8.C. Cont. app. C 10, available in Study, supra note 5.

1% Id.

19 Wash. Cont. § 4.7 p. 14, available in Study, supra note 5. This provision also requires written notice to

the member.
1% Minn. Cont. 14 para. (i) , available in Study, supra note 5.
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lary drug when a provider indicates that the brand-name drug is:medically neces-
sary.”'” Provision of the brand name product, however, does not equate automatically
to full coverage, i.e., reimbursement. Thus, the planmay be free to.establish higher
financial barriers to a prescribed brand name product, a fact discovered by the benefi-
ciary at the pharmacy counter where the beneficiary may substitute an economic deci-
sion for the physician’s medical judgment.

F. Financial Considerations — Manufacturer Discounting to New
York'’s MCOs

New York urges its contracting plans to negotiate direct rebates or other dis-
counts with drug manufacturers, by informing these plans that the state’s Medicaid
capitation rates are sét by backing out historical rebate payments, presumably from
expected costs of pharmaceutical services.”® In so doing, New York appears to en-
courage plans to bid for its Medicaid business by pointing out that manufacturer in-
centives may subsidize the otherwise thin margins that plans might expect if awarded
New York’s Medicaid contract. This tactic seems to compound the pressure on manu-
facturers for pricing and other concessions.

G. Beneficiary Safeguards — Wisconsin's Safeguards Safe?

Wisconsin beneficiaries with HIV infection or AIDS appear able to be involun-
tarily disenrolled upon application by the case manager. This potential for disenrollment,
however, seems contrary to federal law,*' even though the MCO is prohibited from
“counsel[ing] or otherwise influenc[ing] an enrollee. or potential enrollee in such a
way as to encourage exemption from . . . continued enrollment . . . 22

H. Confidentiality in Florida?

Florida requires its managed care contractor to reimburse CPHUs for pharmaceu-
tical services dealing with STDs and other conditions only upon provision to the plan
of “copies of the appropriate medical record.” This contract language leaves the ap-
propriateness qualifier open to interpretation and makes no mention of how benefi-
ciary confidentiality as to this sensitive medical information, such as HIV infection
status, is to be protected.?” :

1. Proximity

States generally impose flexible geographic standards on their Medicaid man-
aged care contractors when it comes to pharmaceuticals. For instance, Oklahoma al-
lows its contractor a fifteen-mile radius for in-network providers.?* Oklahoma’s neigh-
bor to the north, Kansas, requires the managed care contractor to arrange its network

v 199 Id

0 N.Y. RFP § 2.6.5 pp. 30-31, available in Study, supra note 5.

%! Wis. Cont, 56 9 D &E, available in Study, supra note 5.

202 Id.

3 Fla. Cont. 78 § h, available in Study, supra note 5.

24 41f . . . Contractor is unable to negotiate a contract with at least one pharmacy within the fifteen (15)
mile radius, Contractor must allow its members to use the non-contracted pharmacy(ies) within that radius . .. .
Okla. Cont. 28, para. 1, available in Study, supra note 5.
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or subcontracts to include at least one pharmacy in each county where:providers or
beneficiaries participate in the plan.”*® While Kansas encourages its contractor to “pro-
vide 24-h[our] emergency pharmacy services and pharmacy delivery -services,” the
contract is silent as to reimbursement for such delivery.2%

In a state with large rural populations and little public transportation, even with
Medicaid-reimbursable transportation services, fifteen miles can seem like 1500 miles
for the frail elderly beneficiary. Further, if delivery services are not sufficiently reim-
bursed, Kansas may not have adequate access to pharmacy services. These geographi-
cal and transportation barriers, coupled with restrictions on prescription dispensa-
tions, e.g., limited to a thirty-day supply, compounds the access problem.. Prescription
services by mail can alleviate these problems, but no state offered this option.

J. Product Quality

Finally, of the state contracts surveyed, only New Jersey specifically addressed
the issue of pharmaceutical product quality. The Garden State simply mandates that
its managed care contractor “ensure the availability of quality pharmaceutical ser-
vices for all enrollees.”” Certainly, the quality of drug products themselves is thor-
oughly regulated, but little scrutiny seems aimed at ensuring that Medicaid beneficia-
ries will have suitable quality standards by which they can access these products.

V. CONCLUSION

The surveyed state contracts and RFPs largely comply with federal law as to
Medicaid drug coverage on issues of access to pharmaceutical products, perhaps due
in part to a relatively light regulatory burden imposed by HCFA on this aspect of
Medicaid services. Where pharmaceutical access concerns arise, they appear to ema-
nate from a disconnection between well-intentioned (perhaps idealistic) and likely
cost-constrained state Medicaid agencies and the practical realities of life as a Medic-
aid beneficiary. In addition, states’ contracts presently may suffer from a limited ap-
preciation for the workings of managed care and the ways in which access can be
undermined in capitated systems, particularly given the marked sensitivity of Medic-
aid populations to the erection and operation of access barriers.

Pharmaceutical manufacturers seem sandwiched between state and federal gov-
ernments and managed.care plans and subject to “double dipping” when it comes to
pricing discounts and rebates. Active alliances with PBMs may counteract with profit
pressure, .although these alliances are increasingly subject to antitrust:.scrutiny and
intervention.

Manufacturers, however, have relationship-building opportunities to expand
Medicaid access to their products. For example, educational and other:appropriate
relationships with state: Medicaid agencies could provide opportunities:to promote
product quality and other competitive attributes, which in turn could receive greater
emphasis in contract and RFP language. Specific state-focused studies-of contract
language could help manufacturers target their relationship-building efforts for maxi-
mum effect. In addition, manufacturers also have newly recognized opportunities to

25 Kan. Cont. 16, available in Study, supra note 5.
26 Id. at 7 § 1(C), available in Study, supra note 5.
07 N.J, Cont. 429. 10.14, available in Study, supra note 5.
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employ First Amendment latitudes granted by the Washington Legal Foundation®®
case to promote off-label product uses. Such an educational effort could greatly assist
physicians treating the millions of American children receiving care under Medicaid
programs, as well as the families of those children.

These and other approaches by manufacturers, state Medicaid agencies, and health
plans could significantly improve access to pharmaceutical products and enhance health
outcomes for the nation’s neediest citizens.

8 See Washington Legal Foundation v. Friedman, 13 F. Supp. 2d 51. (D.D.C. July 30, 1998), cited in
Jeffrey N. Gibbs, First Amendment Limits on Regulating Information: An Initial Reaction to the Washing
Legal Foundation Case, 53 Foop & Drua L.J. 597 n.1 (1998).




