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Medicare Background: Parts A, B & C
§ Part A
§ Part B
§ Part C
– Balanced Budget Act of 1997 (Pub. L. 105-33)
– SCHIP Balanced Budget Refinement Act of 1999 (Pub.
L. 106-113)
– Medicare, Medicaid and SCHIP Benefits Improvement
and Protection Act of 2000 (Pub. L. 106-554)
– Medicare Prescription Drug, Improvement, and
Modernization Act of 2003 (Pub. L. 108-173): Sections
201 through 241
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Medicare Part D Background
§ Title I of the MMA
– Added Sections 1860D-1 through 1860D-42 of the Act

§ Two types of Medicare prescription drug plans:
– Standalone PDPs
– MA-PDs (e.g., HMOs, PPOs)

§ Enrollment is voluntary
§ Dual eligibles no longer have drug coverage through
Medicaid
§ Financed via premiums, general revenues, and “phaseddown State contribution”
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Medicare Part D Background (cont.)
§

Annual Enrollment: November 15 to December 31 of the plan (calendar)
year

§

CMS Part D Standard Benefit Plan (2008)
– Initial Deductible: $275
§ Beneficiary pays 25% of the next $2,235 (i.e., $558.75)
§ Plan pays 75% of the next $2,235 (i.e., $1,676.25)

– Initial Coverage Limit: $ 2,510
§ Sum of amounts paid by beneficiary and plan (i.e., $275 + $558.75 + $1,676.25)

– “Donut Hole”: $3,216.25
§ Beneficiary pays 100% of the costs of covered drugs between $2,511 and $5,726.25

– Out-of-Pocket Threshold: $4,050
§ $275 + $558.75 + $3,216.25

– Minimum Cost-sharing in the Catastrophic Coverage Portion of the Benefit
(2008): $2.25 for generics and $5.60 for other drugs, or a flat 5% coinsurance,
whichever is greater

5

Medicare Part D Background (cont.)
§ Standard Benefit is the Floor
§ Alternative Coverage: “Actuarially Equivalent”
§ Plans can offer alternative coverage
§ Premiums, covered drugs, and cost-sharing vary
across plans
§ Additional subsidies available to beneficiaries
who satisfy income/asset requirements
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General Medicare & MA Statistics
§ Total Number of Medicare Beneficiaries
– 43.1 million (2006)
– 44.8 million (projected for 2008)

§ Medicare Advantage
– 523 contracts (2008)
– 8.9 million (2008)
§ 4.3 million more members compared to 2003

– Percentage of Medicare beneficiaries who are enrolled
in MA plans: 20% (2007)
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Part D Statistics
§ Part D (2008)
– Number of beneficiaries in Part D Plans: 25.4 million
– Number of beneficiaries in stand-alone PDPs: 17.39
million
– Number of beneficiaries in MA-PDs and other
Medicare health plans with drug coverage: 8.01 million
– Average monthly premium: approx. $25
§ Average premium for PDP: $39.86 (cost has increased
approx. $5 from 2007)

– Percentage of PDPs with coverage in donut hole: 29%
– Number of plans that are LIS eligible: 495
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Standalone PDPs vs. MA Plans
§ Standalone Prescription Drug Plans
– Offered to enrollees in Parts A and B
– Provide prescription drug coverage only
– Optional; must pay a premium

§ Medicare Advantage – Prescription Drug Plans
– Generally subject to the same requirements as PDPs (e.g.,
bidding, beneficiary protections)
– Also provide Part A and Part B benefits in addition to drug
coverage
– MA-PD plans can use Medicare Part A and Part B payments to
reduce the cost of the Part D benefits.
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Network Pharmacy Requirements - Network
Adequacy/Access Standards
§ Network Adequacy/Access Standards
– Part D Plan Sponsors must establish a pharmacy
network sufficient to ensure access to covered Part D
drugs for their enrollees. Plan Sponsors must
demonstrate that they provide:
§ Convenient access to retail pharmacies for all enrollees;
§ Adequate access to home infusion pharmacies for all
enrollees;
§ Convenient access to LTC pharmacies for enrollees residing
in LTC pharmacies; and
§ Convenient access to I/T/U pharmacies for American
Indian/Alaska Native (AI/AN) enrollees.
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Retail Pharmacy Access
§ Plan Sponsors must secure the participation in their
pharmacy networks of a sufficient number of pharmacies
that dispense drugs directly to patients (other than by mail
order) to ensure convenient access to covered Part D
drugs by Part D plan enrollees. CMS convenient access
rules require Plan Sponsors to establish pharmacy
networks in which:
– In urban areas, at least 90% of Medicare beneficiaries in the Plan
Sponsor’s service area, on average, live within 2 miles of a
participating retail pharmacy;
– In suburban areas, at least 90% of Medicare beneficiaries in the
Plan Sponsor’s service area, on average, live within 5 miles of a
participating retail pharmacy; and
– In rural areas, at least 70% of Medicare beneficiaries in the Plan
Sponsor’s service area, on average, live within 15 miles of a
participating retail pharmacy.
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Mail-Order Pharmacy Access
§ Inclusion of mail-order pharmacies in Part D network is
optional.
– Participating mail-order pharmacies will not count toward meeting
the retail pharmacy access requirements.
– Plan Sponsors may designate a subset of formulary drugs (e.g.,
particular tiers or “maintenance drugs” only) for availability via
network mail-order pharmacies.
– To the extent that Part D plan offers benefits, including extended
supplies of drugs (e.g., 90-day supplies), through network mailorder pharmacies, the plan must ensure that enrollees have
reasonable access to the same benefits at network retail
pharmacies.
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Level Playing Field Between Mail-Order and
Retail Pharmacies
§ Plan Sponsors that include mail-order
pharmacies, must allow members to obtain
covered drugs from a network retail pharmacy
– Plan Sponsor may hold member responsible for higher
cost-sharing for obtaining covered drugs from network
retail rather than network mail-order pharmacy.
– Higher cost-sharing is limited to the mail-order costsharing plus any differential in contracted rates
between retail and mail-order.
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Level Playing Field Between Mail-Order and
Retail Pharmacies (cont.)
§ Plan Sponsors must ensure that the availability of
benefits at retail rather than mail-order
pharmacies does not increase costs to the
government.
§ Member cost-sharing for an extended-day supply
at retail must never exceed what the enrollee
would have paid at the same retail pharmacy had
the enrollee had prescription filled in multiple 1
month supply increments at retail pharmacy
rates.
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Level Playing Field Between Mail-Order and
Retail Pharmacies (cont.)
§ Plan Sponsors that offer extended supplies must
make an “Extended Supply Addendum” available
to retail pharmacies on request.
– Network mail-order pharmacy rate – addendum allows
retail pharmacy to offer extended supplies at same
negotiated price, reimbursement rate (including
dispensing fee) and cost-sharing as network mail-order
pharmacy or pharmacies.
– Alternative retail/mail-order pharmacy rate –
addendum allows retail pharmacy to dispense at
higher than mail-order contracted reimbursement rate.
Cost-differential may be passed on to enrollees.
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Level Playing Field Between Mail-Order and
Retail Pharmacies (cont.)
§ Plan Sponsors offering benefits, including
extended-day supplies, at network mail-order
pharmacies must offer retail pharmacies
reasonable opportunity to provide those same
benefits.
– Plan Sponsor must contract with a sufficient number of
network retail pharmacies to ensure that enrollees
have reasonable access to the same extended day
supply benefits at retail that are available at mail-order.
– CMS will monitor compliance through, for example,
enrollee complaints.
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Level Playing Field Between Mail-Order and
Retail Pharmacies (cont.)
§ Clarification for 2009 – Plan Sponsor that offers
enhanced alternative coverage that includes
coverage in the gap may not limit access to
covered drugs in the coverage gap to mail-order
pharmacies.
– Gap coverage must be available to enrollees at all
network pharmacies.
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Limited Access and “Specialty” Drugs
§ Plan Sponsor may not limit access to certain Part
D drugs to "specialty” pharmacies within their
network in a manner that contravenes the
convenient access protections.
– Limited access to a Part D drug may not be based
solely on the placement of a Part D drug in a specialty
or high-cost tier because this tier placement alone is
not indicative of any special requirements associated
with such drug.
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Limited Access and “Specialty” Drugs
§ Plan Sponsors may only restrict access to Part D
drugs to a subset of their network pharmacies for
the following reasons:
– The FDA has restricted distribution of the drug to
certain facilities or physicians; or
– Appropriate dispensing of the Part D drug requires
extraordinary special handling, provider coordination,
or patient education that cannot be met by a network
pharmacy.
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Limited Access and “Specialty” Drugs
(cont.)
§ Part D sponsors may not require network
pharmacies to qualify as a “specialty” pharmacy
in order to dispense any drug that requires
special attention if the network pharmacy is
capable of appropriately dispensing the particular
Part D drug.
– “Specialty” pharmacies can be used to supplement
network pharmacy access when necessary and not
otherwise restrict the network.
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Long-Term Care (LTC) Pharmacy Access
§ Plan Sponsors are required to offer a contract to
any pharmacy willing to participate in its LTC
pharmacy network provided that the pharmacy is
capable of meeting:
– CMS performance and service criteria (and relevant
State laws governing the practice of pharmacy in the
LTC setting), and
– any other standard terms and conditions established
by the Plan Sponsor for its network LTC pharmacies
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Access to Negotiated Prices
§ Plan Sponsor must provide enrollees with access to
negotiated prices for covered Part D drugs.
– Access to negotiated prices must be provided even when no
benefits are otherwise payable (e.g., deductible or donut hole)
– Negotiated prices take into account negotiated price concessions
for covered Part D drugs that are passed through to enrollees at
the point of sale, such as:
§ Discounts;
§ Direct or indirect subsidies;
§ Rebates; and
§ Other direct or indirect remunerations

– Negotiated prices must include any applicable dispensing fees
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Access to Negotiated Prices (cont.)
§ Effective for 2009, Plan Sponsors must ensure that their
payment systems are set up to charge beneficiaries the
lesser of a drug’s negotiated price or applicable
copayment amount.
§ Negotiated price for a particular covered Part D drug
purchased at a particular pharmacy must always be the
same regardless of what phase of the Part D benefit
enrollee is in.
– However, to the extent that the negotiated price fluctuates based
on fluctuations in AWP, the actual cost to the beneficiary may vary
from purchase to purchase.
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Any Willing Pharmacy Requirement
§ Plan Sponsor must permit the participation of any
pharmacy – including non-retail pharmacies such
as mail-order pharmacies – that is willing to
accept the sponsor’s standard terms and
conditions.
– Standard terms and conditions must be “reasonable
and relevant.”
– Whether Plan Sponsor has permitted a pharmacy an
opportunity to participate in its network, or whether a
pharmacy can meet or has met contract terms are factspecific questions “that are generally best left between
the parties.”
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Standard Terms and Conditions
§ Standard terms and conditions, particularly for
reimbursement terms, may vary to accommodate
geographic areas or types of pharmacies,
provided that all similarly situated pharmacies are
offered the same standard terms and conditions.
– Standard terms and conditions are the “floor” of
minimum requirements that all similarly situated
pharmacies must abide by.
– Plan Sponsors may modify some of their standard
terms and conditions to encourage participation by
particular pharmacies.
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Standard Terms and Conditions (cont.)
§ Plan Sponsor or its PBM should maintain a
contracting log documenting efforts to provide
standard terms and conditions to prospective
network pharmacies as well as any contracting
negotiations between the sponsor or PBM and
prospective network pharmacies.
– Log will help CMS in its efforts to ensure compliance
with pharmacy access requirements, including the any
willing pharmacy requirement.
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Preferred vs. Non-Preferred Pharmacies
§ Plan Sponsors may establish distinctions
between “preferred” and “non-preferred”
pharmacies within their pharmacy networks.
§ Pharmacy can only be designated as preferred if
it offers enrollees a lower level of cost-sharing
than a non-preferred pharmacy.
§ Cost-sharing requirements for LIS enrollees are
not affected.
§ Cost differential cannot deter beneficiaries in
certain areas from enrolling.
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Low Income Subsidy & Best Available
Evidence (BAE)
§ Low-income subsidy (LIS) is extra help for people with
Medicare who have limited income and resources to help
pay their Medicare prescription drug plan costs (plan
monthly premiums, copayments and the annual
deductible).
§ Certain Medicare beneficiaries are automatically deemed
eligible for LIS.
§ Other individuals with limited incomes and resources who
do not automatically qualify can apply for LIS and have
their eligibility determined by either the Social Security
Administration (SSA) or their State Medicaid Agency.
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Best Available Evidence (BAE)
§ Best available evidence policy is used when the
LIS information in CMS’ systems is not correct.
– State delay in getting eligibility data to CMS
– CMS delay in getting eligibility data to Plan Sponsors

§ Plan Sponsors must not default to LIS status
without applying the BAE policy requirements.
§ Situ v. Leavitt, N.D. Cal. No. 3:06-cv-02841
§ CMS Memorandum, Best Available Evidence
Policy – UPDATE (Aug. 4, 2008)
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Best Available Evidence (cont.)
§ Plan Sponsor must accept any of the following to establish the
subsidy status of a full benefit dual eligible beneficiary when provided
by the beneficiary or the beneficiary’s pharmacist, advocate,
representative, family member or other individual acting on behalf of
the beneficiary:
– Copy of member’s Medicaid card which includes the member’s name and
an eligibility date during a month after June of the previous calendar year;
– Copy of a state document that confirms active Medicaid status during a
month after June of the previous calendar year;
– Print out from the State electronic enrollment file showing Medicaid status
during a month after June of the previous calendar year;
– Screen print from the State’s Medicaid systems showing Medicaid status
during a month after June of the previous calendar year;
– Other documentation provided by the State showing Medicaid status
during a month after June of the previous calendar year; or
– For individuals who are not deemed eligible, but who apply and found LIS
eligible, a copy of the SSA award letter.
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Best Available Evidence (cont.)
§ Plan Sponsor must accept any one of the following forms
of evidence from beneficiaries or pharmacists to establish
that a beneficiary is institutionalized and qualifies for zero
cost-sharing: :
– Remittance from the facility showing Medicaid payment for a full
calendar month for that individual during a month after June of the
previous calendar year;
– Copy of a state document that confirms Medicaid payment on
behalf of the individual to the facility for a full calendar month after
June of the previous calendar year; or
– Screen print from the State’s Medicaid systems showing that
individual’s institutional status based on at least a full calendar
month stay for Medicaid payment purposes during a month after
June of the previous calendar year.
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Best Available Evidence (cont.)
§ New process for assisting individuals who do not
have one of the required pieces of BAE, but who
claim to be LIS eligible.
– Process includes requiring Plan Sponsors to:
§ Complete BAE worksheet and submit to CMS for
determination on enrollee’s LIS eligibility.
§ Ask the beneficiary (or the beneficiary’s advocate, pharmacist,
authorized representative or other) what date the beneficiary
will run out of medication.
§ Inform enrollee of CMS’ determination.
§ Develop appropriate member services and pharmacy help
desk scripting to identify cases involving BAE and to allow
callers either to submit BAE or to request assistance pursuant
to the requirements described.
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Contracting Challenges for Pharmacies –
Payment and Reimbursement
§ Coordination of Benefits
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Contracting Challenges for Pharmacies –
Part B vs. Part D Drugs
§ Drugs are covered under Part B in a variety of
settings and under a variety of payment
methodologies
– Some drugs are paid on a cost basis or are part of a
prospective payment, including:
§ drugs packaged under the outpatient prospective payment
system (OPPS)
§ drugs furnished by End-Stage Renal Disease (ESRD) facilities
§ Osteoporosis drugs provided by home health agencies

§ Drugs furnished by CAHs, RHCs, FQHCs,
CMHCs, and ambulances
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Part B vs. Part D Drugs (cont.)
§ There are 13 categories of drugs for which separate
payment is made under Part B:
– Drugs furnished “incident to” a physician’s service
– Separately billable ESRD drugs
– Separately billable drugs provided in hospital outpatient depts
– DME supply drugs
– Drugs covered as supplies
– Drugs used in immunosuppressive therapy
– Blood clotting factors
– Certain vaccines
– Antigens
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Part B vs. Part D Drugs (cont.)
§ 13 categories of drugs for which separate
payment is made under Part B:
– Parenteral nutrition
– Certain oral drugs in cancer treatment
– Separately billable drugs provided in comprehensive
outpatient rehabilitation facilities (CORFs)
– Intravenous immune globulin provided in the home
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Part B vs. Part D Drugs (cont.)
§ The Medicare Prescription Drug Benefit Manual sets forth
a chart that groups the various categories of Part B
coverage according to the extent to which they present
some ambiguity for billing entities and/or Part D sponsors
and for Medicare Advantage-Prescription Drug (MA-PD)
Plans (including PACE plans and Section 1876 Cost
plans which are treated similarly to MA-PDs)
§ For standalone Part D sponsors, the sponsor needs to
determine whether it should make any payment. For MAPDs, the MA organization needs to determine whether a
payment should be assigned to its Part D spending or to
its spending for Part B services
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Part B vs. Part D Drugs (cont.)
§ The billing entity will have to decide to bill Part B
or Part D for a given drug, based on
characteristics of the beneficiary
– Drugs used in immunosuppressive therapy for a
transplant covered under Medicare. Part B would be
billed if the individual had a Medicare covered
transplant. Otherwise, Part D would be billed.
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Part B vs. Part D Drugs (cont.)
§ The billing entity will have to decide to bill Part B
or Part D for a given drug, based on
characteristics of the medical use of the drug
– Certain oral chemotherapy agents used in cancer
treatment for which there is an infusible version of the
drug. If related to cancer treatment, Part B would be
billed; otherwise, Part D should be billed.
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Part B vs. Part D Drugs (cont.)
§ The form of the drug determines where it is
covered
– The same drug provided by a DME supplier or a
pharmacy may be covered under Part B or Part D
depending on its form (i.e., for use in a nebulizer or in
metered dose inhaler).
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Part B vs. Part D Drugs (cont.)
§ The context of another service may determine
where Part B should be billed
– The same drug dispensed by a pharmacy is covered
under Part B if provided as part of a service in a
provider setting, physician’s office or home
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Part B vs. Part D Drugs (cont.)
§ Completely unambiguous situations
– Unique drugs never dispensed by a pharmacy
§ Non-DME drugs covered as supplies (including
radiopharmaceuticals (both diagnostic and therapeutic and
low osmolar contrast media)

– Drugs that would not be covered under Part D
because of Part B coverage
§ Blood Clotting Factors, Antigens Pneumococcal and flu
vaccines
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Part B vs. Part D Drugs (cont.)
§ Vaccines: CMS shifted coverage and
administration of the majority of vaccines from
Part B to Part D
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Contracting Challenges for Pharmacies CMS Required Clauses
§ CMS requires certain contract clauses in
agreements between Part D plans and providers
§ Sponsor ultimately responsible for complying with
terms of CMS contract
§ Sponsor responsible for assuring providers
satisfy relevant requirements
§ See Crosswalk for Pharmacy Access Contracts
from CMS for full requirements
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CMS Required Clauses (cont.)
§ Examples of required provisions: Records
– Language ensuring that the subcontractor (first tier,
downstream and related entities) will make its books
and other records available in accordance with 42 CFR
423.505(e)(2) and 42 CFR 423.505(i)(2)
– Language must be included to specify whether the
Applicant and the subcontractor have agreed that CMS
or its designees may have direct access to the
subcontractor’s records
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CMS Required Clauses (cont.)
§ Examples of required provisions: Delegation
– Language ensuring that if the Part D sponsor
delegates an activity or responsibility to the
subcontractor (first tier, downstream and related
entities), that such activity or responsibility:
§ (1) is in accordance with 42 CFR 423.505(i)(3) and clearly
indicates that any books, contracts, records, including medical
records and documentation relating to the Part D program will
be provided to either the sponsor to provide to CMS or will be
provided directly to CMS or its designees
§ (2) may be revoked if CMS or the Part D sponsor determines
the subcontractor has not performed satisfactorily

46

CMS Required Clauses (cont.)
§ Examples of required provisions: Educating
Enrollees
– Provisions governing informing the Part D enrollee at
POS (or point of delivery for Mail), of the lowest-priced,
generically equivalent drug, if one exists for the
beneficiary’s prescription, as well as any associated
differential in price
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Compliance with FWA Plan Requirements
§ Medicare Fraud & Abuse Guidance
– Chapter 9 of the Prescription Drug Benefit Manual
§ “Part D Program to control Fraud, Waste and Abuse”
§ Seventy pages of “requirements” and “recommendations” for plans
– Plans are turning the “recommendations” into “requirements”

– December 5, 2007 Final Rule (CMS)
§ “First Tier” and “Downstream Entities”
– Pharmacies– and Pharmacists- are considered downstream entities

§ Affirms that Sponsors may delegate FWA activities, but they remain
ultimately responsible
§ Affirms Chapter 9 as relevant guidance to prevent FWA
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Compliance with FWA Plan Requirements
(cont.)
§ “Excluded Individuals”
– Plans are requiring pharmacies to certify that they do
not employ excluded individuals
– Does the contract apply to all employees?
§ Exceeds legal requirements
§ Internal verification process
§ New hires
§ Annual?
§ Reliance on contractors?
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Compliance with FWA Plan Requirements
(cont.)
§ Conflict of Interest Certification
– Not required
§ Sponsors “should” adopt COI Policies
§ Sponsors “should” obtain certificates form downstream entities

– What are you certifying?
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Compliance with FWA Plan Requirements
(cont.)
§ Training Requirements
– Sponsors must provide training for subcontractors
– All persons involved in Part D “should” be trained
– Sponsor may require downstream training
– Who does contract require to be trained?
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Compliance with FWA Plan Requirements
(cont.)
§ Part D Plan Audits
– Pharmacies must certify the “accuracy, completeness and
truthfulness” of claims
§ 42 CFR 423.505(k)(3)
§ “Best knowledge, information, and belief”

– Medicare guidance “recommends” extensive audits of pharmacies
§ Frequency
§ Reduce business disruption
– Pharmacies perform own audits?

§ Extrapolation
§ Appeals

– Record Keeping timelines
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Compliance with FWA Plan Requirements
(cont.)
§ Part D Plan Audits (cont.)
– Review “should” include much more than claims
§ Prescriptions, invoices, pharmacy licenses, claim transaction
records, signature logs, purchase records
§ Verification that network providers are in compliance with the
minimum standards of pharmacy practice as established by
the states
§ Rebate, discount and all other relevant agreements
§ Interviews with pharmacy staff
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Compliance with FWA Plan Requirements
(cont.)
§ Examples of Pharmacy FWA
– Inappropriate billing practices:
§ Incorrectly billing for secondary payers to receive increased
reimbursement.
§ Billing for non-existent prescriptions
§ Billing multiple payers for the same prescriptions, except as required
for coordination of benefit transactions
§ Billing for brand when generics are dispensed
§ Billing for non-covered prescriptions as covered items
§ Billing for prescriptions that are never picked up (i.e., not reversing
claims that are processed when prescriptions are filled but never
picked up)
§ Billing based on “gang visits”
§ Inappropriate use of dispense as written (“DAW”) codes.
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Compliance with FWA Plan Requirements
(cont.)
§ Examples of Pharmacy FWA (cont.)
– Prescription splitting to receive additional dispensing fees
– Drug diversion
– Prescription drug shorting
– Bait and switch pricing
– Prescription forging or altering
– Dispensing expired or adulterated prescription drugs
– Prescription refill errors
– Illegal remuneration schemes
– TrOOP manipulation
– Failure to offer negotiated prices
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July 2008 OIG Report
§ June 6, 2006 Letter: 33 U.S. Senators requested
OIG to analyze 3 issues related to local,
community pharmacies’ participation in MPD:
– Network Adequacy
– Reimbursement
– Contracting

§ OIG Issued Report on July 29, 2008
– Contract Year 2006
– 40 PDP sponsors
– 100 randomly selected pharmacies and their PSAOs
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July 2008 OIG Report (cont.)
§ Identified Concerns
– Network Development Methods
– Standard Terms and Conditions
– Extended-Day Supply Terms
– Negotiations
– Network Requirements and Contracting Deadlines
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July 2008 OIG Report (cont.)
§

§

Finding: Most PDP sponsors reported that they had solicited pharmacies
from their existing commercial networks and/or had solicited other
pharmacies. Pharmacies and PSAOs reported concerns about the short
timeframes to review numerous contracts, uncertainty regarding which
companies would eventually become PDP sponsors, the sponsors’ use of
addendums to existing contracts, and PDP sponsors’ refusal to contract with
the pharmacies’ PSAOs.
Finding: Most of the PDP sponsors that we surveyed reported that they had
offered standard terms and conditions based on how they categorized
pharmacies and that they had updated brand-name drug payment rates
regularly and developed their own generic drug payment methodologies.
Additionally, most PDP sponsors stated that they had offered LTC contracts
with enhanced rates to retail pharmacies that serviced LTC facilities.
– Some pharmacies and PSAOs reported that Part D reimbursement rates were
lower than commercial and Medicaid rates. Further, some pharmacies and PSAOs
reported that PDP sponsors did not provide information about their standard terms
and conditions, including the source of their AWPs and their MAC methodologies
and pricing. Additionally, some pharmacies and PSAOs reported that PDP
sponsors had not offered LTC contracts.
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July 2008 OIG Report (cont.)
§ Finding: According to most PDP sponsors, pharmacies were
responsible for initiating contract negotiations. Most PDP sponsors
said that they would consider any counteroffers and that the
acceptance of a counteroffer depended on multiple factors. Some
pharmacy and PSAO officials reported that they were not able to
contact PDP sponsors to initiate negotiations. Officials of those
pharmacies that were able to contact PDP sponsors stated that the
negotiation processes were often unproductive.
§ Finding: Most PDP sponsors stated that pharmacies were not
required to contract with the sponsors’ commercial networks to be
included in the Part D networks. Some PDP sponsors said that they
had imposed deadlines on pharmacies to meet CMS’s network
adequacy requirements but that pharmacies could have joined at any
time and received the same rate. Some pharmacies reported that
PDP sponsors required participation in both the Part D and
commercial networks and that they felt pressured to enroll by the
deadline or be excluded from the network or be reimbursed at a lower
rate.
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July 2008 OIG Report (cont.)
§ Finding: Most PDP sponsors reported that they did not
offer or have plans to offer EFT. Most also reported that
they had not contracted with pharmacies for the delivery
of MTM services to Medicare beneficiaries. Some
pharmacies and PSAOs stated that they had concerns
about the timing of payments, the lack of EFT as a
payment option, and the lack of MTM provisions in
contracts. If enacted, the proposed legislation would
address the EFT and MTM issues.
§ Finding: Most PDP sponsors reported using a definition
of extended-day supplies that ranged from 30 to 90 days.
Additionally, PDP sponsors reported that they offered
varied reimbursement rates to pharmacies for extendedday supplies. Most pharmacies reported that extendedday reimbursement rates were unacceptable.
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July 2008 OIG Report (cont.)
§ OIG Recommendations (CMS concurs):
– Determine whether PDP sponsors have complied with the “any
willing pharmacy” provision as it relates to contracting deadlines.
– Consider the results of OIG’s review, including information on the
timing of payments, in deliberating the proposed legislation and
any future legislation regarding Medicare Part D contracting.
– Study MTM service delivery options to determine which option(s)
are most effective for achieving the goals of MTM and whether
additional legislative or regulatory change is needed.
– Determine whether PDP sponsors are complying with the “any
willing pharmacy” provision as it relates to contracting with
PSAOs, as required by CMS’s “Medicare Prescription Drug
Benefit Manual,” Chapter 5, section 50.8.1.
– Determine whether PDP sponsors are offering, upon request, LTC
contracts to pharmacies that meet the criteria for participating as
LTC pharmacies, as required by 42 CFR § 423.120(a)(5).
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July 2008 OIG Report (cont.)
§ OIG Recommendations (CMS disagrees):
– Issue guidance regarding the procedures for opting out of contract
addendums.
– Propose legislation through departmental channels to increase the
transparency of contracting by requiring PDP sponsors to disclose how
they define similarly situated pharmacies and to disclose the data source,
basis, and methodology they use to develop reimbursement rates,
including the MAC.
– Issue guidance requiring PDP sponsors to make available to pharmacies
the PDP sponsors’ definition of an extended-day supply.
– Study the extent to which retail pharmacies are participating in offering
extended-day supplies and, if participation is low, consider eliminating the
contracting option that allows PDP sponsors to pay retail pharmacies the
same rate as that paid to network mail-order pharmacies.
– Increase transparency of contracting by encouraging PDP sponsors to
communicate to pharmacies the criteria for qualifying for those enhanced
rates if the PDP sponsors offer enhanced rates to certain categories of
pharmacies (e.g., rural pharmacies).
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Federal Preemption
§ Preemption Generally
§ Medicare Preemption
– “General” vs. “specific” preemption

§ MMA Legislative History
§ 42 CFR 423.440(a)
– “Federal preemption of State law. The standards
established under this part supersede any state law or
regulation (other than State licensing laws or State
laws relating to plan solvency) for Part D plans offered
by Part D plan sponsors.”
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Federal Preemption (cont.)
§ CMS Interpretation:
– “We believe that the Conference Report was clear that
the Congress intended to broadened the scope of
preemption in the MMA.”

§ Implications of Federal Preemption
– Plaintiff suits
– State regulation
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Medicare Improvements for Patients &
Providers Act of 2008 (MIPPA)
§ Prompt Payment of Pharmacies
– Imposes prompt payment requirement for clean claims
under Part D (including MA-PD) – effective 1/1/10
§ 14 days for electronic claims
§ 30 days for paper claims
§ Mail order only and long-term care claims excluded
§ Interest due on late paid claims
§ Claim is “deemed clean” if notice of deficiency not provided
within 10 days for electronic and 14 days for other claims
§ LTC pharmacies have no less than 30 and not more than 90
days to submit claims
§ Electronic payment required if requested by pharmacy
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MIPPA (cont.)
§ Formulary Changes
– Includes as covered Part D drugs - barbiturates used
in the treatment of epilepsy, cancer, or a chronic
mental health disorder, and benzodiazepines
§ Applies to prescriptions dispensed on or after 1/1/2013
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MIPPA (cont.)
§ Formulary Changes – cont.
– Requires PDP sponsors to include all covered Part D drugs in the
categories and classes for which DHHS Secretary determines
that:
§ Restricted access would have major or life threatening clinical
consequences for individuals with diseases treated by drugs in the
category or class, and
§ There is significant clinical need for such individuals to have access
to multiple drugs within a category or class due to unique chemical
actions and pharmacological effects of the drugs within the category
or class.

– Secretary may authorize exceptions or limit access (i.e., pre-auth
or utilization management tools).
– Effective plan year 2010.
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MIPAA (cont.)
§ Part D Pricing Updates
– Mandates updates (at least every seven days)
beginning with initial update on 1/1 of Rx drug pricing
standard (e.g., AWP) used for pharmacy
reimbursement
§ Effective plan years on or after 1/1/2009
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MIPPA (cont.)
§ Other Changes
– Marketing rules for MA organizations and Part D Plan
Sponsors
– Private fee-for-service plans can no longer rely on
“deeming” to arrange for covered benefits
§ Exception allowed for the individual market if there are fewer
than two network-based plans in the geographic area
§ No exception for the employer market
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Recent CMS Proposed Rules
§ Federal Register, vol. 73, no. 96, pages 28556 to 28604
(May 16, 2008)
§ Areas covered:
– special needs plans
– medical savings accounts (MSA) plans
– cost-sharing for dual eligible enrollees in the MA program
– transparency
– prescription drug payment & negotiation prices processes in MPD
– enrollment, appeals, and marketing processes
– disclosure of information to beneficiaries
– protections for beneficiaries with respect to premium billings
– standards for health plan marketing practices
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Recent CMS Proposed Rules (cont.)
§ Report Rebates and Other Remuneration
Received and Retained by Intermediary
Contracting Organizations
§ “Pass Through” Price Reporting
§ Reporting of Pass-Through Prices and Rebates
Retained by PBMs for RDS
§ Increased CMS Authority to Impose CMPs
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Marketing and Co-Branding Issues Marketing Overview
§ Marketing
– CMS has guidance on marketing
– MIPPA further limits marketing
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Marketing (cont.)
§ MIPPA prohibits certain sales activities of
Medicare Advantage (MA) plans and Part D
plans, including door-to-door sales, cold calling,
free meals, and cross selling of non healthrelated products; and requires limitations on
commissions and gifts, effective for the 2010 plan
year
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Marketing (cont.)
§ MIPPA Prohibited Activities:
– Unsolicited means of direct contact: Any unsolicited
means of direct contact of prospective enrollees,
including soliciting door-to-door or any outbound
telemarketing without the prospective enrollee initiating
contact
– Cross-Selling: The sale of other non-health related
products (such as annuities and life insurance) during
any sales or marketing activity or presentation
conducted with respect to a Medicare Advantage plan
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Marketing (cont.)
§ MIPPA Prohibited Activities:
– Meals: The provision of meals of any sort, regardless
of value, to prospective enrollees at promotional and
sales activities
– Sales and Marketing in Health Care Settings and at
Educational Events: Sales and marketing activities for
the enrollment of individuals in Medicare Advantage
plans that are conducted
§ In health care settings in areas where health care is delivered
to individuals (such as physician offices and pharmacies),
except in the case where such activities are conducted in
common areas in health care settings; and
§ At educational events
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Promotional Activities
§ Promotional Activities Overview
– Of nominal value
– Offered to all eligible members without discrimination
– Not in the form of cash or other monetary rebates
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Nominal Gifts
§ Nominal Gifts
– Can offer gifts to potential enrollees if they attend a
marketing presentation
– Must be “Nominal” ($15 aggregate)
– Gift cannot be cash or gift card or charitable
contribution
– Prize over $15 if offered to general public
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Drawings/Prizes/Giveaways
§ Drawings/Prizes/Giveaways
– “Eligible for a free drawing and prizes with no
obligation”
– “Free Drawing without obligation”
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Hold Time Messages
§ Hold Time Messages
– Discuss only health-related features and other
operational or general information
– May not include information on non-health related
services (e.g. financial service information) that require
prior authorization from enrollees
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Referral Programs
§ Referral Programs
– Gifts for referrals must be available to all members and
cannot be conditioned on actual enrollment of the
person being referred
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Health Fairs and Health Promotional Events
§ Health Fairs and Health Promotional Events
– Sole Sponsor (Each prize: $15 limit)
– Multiple-Sponsor (Each Prize: May exceed $15 limit)
– Both (Sole-Sponsor & Multiple-Sponsor) (Value of any
give-away or free item: cannot exceed $15 per
attending person, not including overhead)
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CMS-Sponsored Health Information Fairs
§ CMS is required to conduct a nationally
coordinated education and information campaign
§ Medicare Advantage/Part D plans may:
– Distribute brochures and application forms
– Have a booth
– Distribute items to everyone with total value up to $15
– Have personnel present
– Contribute funding to Health Fair costs
– Market multiple lines of business
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CMS-Sponsored Health Information Fairs
(cont.)
§ Medicare Advantage/Part D plans may not:
– Conduct sales presentations
– Collect enrollment applications
– Collect names/addresses of potential enrollees
– Compare their benefits against other health plans
– Use materials provided by a third party without CMS
approval

§ Provide individual gifts with a retail value of more
than $15
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Provider Promotional Activities
§ Provider Specific Guidance
– Provider includes all providers contracted with the plan
and their sub-contractors
– Plan Sponsor must ensure that any provider
contracted with the plan that performs functions on the
plan sponsor’s behalf agrees to the same restrictions
and conditions that apply to the plan sponsor through
its contract
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Provider Promotional Activities (cont.)
§ Plan Sponsor must ensure that any provider
contracted with the plan complies with these
requirements:
– Provider Activities and Materials in the Health Care
Setting
– Plan Activities and Materials in the Health Care Setting
– Provider Affiliation Information
– Comparative and Descriptive Plan Information
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Provider Promotional Activities (cont.)
§ … complies with these requirements:
– Comparative and Descriptive Plan Information
Provided by a Non-Benefit/Service Providing ThirdParty
– Providers/Provider Group Websites
– Health Fairs
– Leads from Providers
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Provider Promotional Activities (cont.)
§ Sample “Can” List for Provider Interactions with
Potential Plan Enrollees
– Provide names of plans with which they contract
– provide information and assistance in applying for the
low income subsidy
– provide objective information regarding specific plan
formularies
– provide objective information regarding specific plans
– distribute PDP marketing materials, including
enrollment applications
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Provider Promotional Activities (cont.)
§ Sample “Can” List…
– Distribute MA and/or MA-PD marketing materials,
excluding enrollment application forms
– Refer patients to other sources of information, such as
State Health Insurance Assistance Programs, plan
marketing representatives, their State Medicaid Office
etc.
– Note: Providers must inform individuals where they
can obtain information on all available options within
the service area (i.e. 1800-MEDICARE or
medicare.gov)
88

Provider Promotional Activities (cont.)
§ Sample “Cannot” List for Provider Interactions
with Potential Plan Enrollees
– Direct, urge or attempt to persuade enrollee based on
financial or other interest of provider
– Collect enrollment applications
– Offer inducements to persuade beneficiaries to enroll
– Health screen when distributing information to patients
– Offer anything of value to induce plan to select them
as their provider
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Marketing and Co-Branding Issues –
Co-Branding
§ Co-Branding: The use of the name or logo of a
co-branded network provider on Medicare
Advantage plan membership and marketing
materials
– CMS has guidance on Co-Branding
– MIPPA directs the Secretary to establish limitations
with Co-Branding
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Co-Branding (cont.)
§ Organizations can enter into co-branding
arrangements if the following requirements are
met:
– The organization must inform CMS of any co-branding
relationships
– Changes must be communicated to CMS
Plan/Account manager
– Approved organization must adhere to all contractual
stipulations based on its contract with CMS.
Organization must ensure that its co-branding
partner(s) also adhere to all applicable CMS policies
and procedures
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Co-Branding (cont.)
§ Organizations can enter into co-branding
arrangements if the following requirements are
met:
– Organization must attest that its co-branding partners
were provided with the CMS marketing guidelines and
that the co-branding partners agree to follow these
guidelines with respect to all marketing materials
related to the organization
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Co-Branding (cont.)
§ Co-Branding Requirements
– Organizations are required to include the following language
located below all co-branding names and/or logos of provider cobranding partners on all other marketing materials: “Other
Pharmacies/ Physicians/ Providers are available in our network”
– Requirements related to provider co-branding entities apply to any
entity in the organization’s provider network (physicians,
pharmacies, and providers)
– Organizations are required to ensure that all member identification
cards and any other marketing materials that contain co-branding
information are compliant with these requirements
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Co-Branding (cont.)
§ Co-Branding Requirements
– Organizations may enter into a co-branding
relationship
– Marketing organizations are prohibited from displaying
the names and/or logos of co-branded network
providers on the organization’s member ID card
– MA organizations may include provider names, and/or
logos on the member ID card related to member
selection of specific providers or provider organizations
(e.g. physicians, hospitals)
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Co-Branding (cont.)
§ Types of plans based on service areas
– CMS defined appropriate regions for PDPs and
regional MA plans as required under the MMA

§ Limitations on distribution of marketing materials
– An organization is prohibited from advertising outside
of its defined service area unless such advertising is
unavoidable
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New Developments
§ GAO Report on Part Grievances and Appeals
– Medicare Part D: Complaint Rates Are Declining, but
Operational and Oversight Challenges Remain (GAO08-719) (June 2008).
– Of the nearly 630,000 complaints filed with CMS
between May 1, 2006, and October 31, 2007, about 63
percent were related to problems processing
beneficiaries’ enrollment and disenrollment requests.
– Another 21 percent of complaints were related to the
pricing and coinsurance category of drugs, and
included problems with automatic premium deductions
from beneficiaries’ social security payments.
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GAO Report (cont.)
§ According to GAO, beneficiaries reported fewer
problems over time and their problems were
resolved more quickly.
§ Information system coordination problems
continue to pose challenges for some
beneficiaries.
– Information processing issues between CMS and Plan
Sponsors
– Information processing issues between CMS and SSA
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