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Deficit Reduction Act
(DRA)

Current Medicaid Issues
DRA
DUR Review
E-Prescribing
APIs
HIPAA
SPAs

Physician-Administered Drugs
Authorized Generics
FULs – Legislation/Litigation

3

Rebates for Physician
Administered Drugs
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340B and Physician-Administered
Drugs

For single source drugs and specified multiple
source top 20 drugs, States must collect NDCs
from providers in order to secure rebates for
physician-administered drugs.
Became effective January 1, 2008.
States must use NDCs for physicianadministered drugs in order to receive Federal
match.

Affects outpatient drug coverage
‘duplicate discount’ issue
340B entities are listed on HRSA
Medicaid Exclusion File
GPO purchases are not to be mixed
with 340B purchases

OIG will review State’s implementation.
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1

340B and Physician-Administered
Drugs (Cont)

340B and Physician-Administered
Drugs (Cont)

States have several options:
Not require NDCs and use the Exclusion
File
Require NDCs using the Exclusion File
on ‘backend’
Use a modifier on HCPCS, such as ‘UD’
to identify 340B drugs (NY, UT)

Provider Issues (predominately
hospitals)
NDC reporting difficult due to billing
systems
Clinics that bill Medicaid at cost for drugs
purchased under 340B must bill at their
340B acquisition cost
Fees are inadequate to meet cost to
dispense
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340B and Physician-Administered
Drugs (Cont)
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Medicare Crossover and PhysicianAdministered Drugs
Partial crossover payments are eligible for
full rebate
1997 Budget Act allows States not to pay
coinsurance and deductible if Medicare
allowable pays at least the Medicaid
allowed amount
Some States still pay crossover partial
payments
States are required to bill for rebates if
Medicaid pays any portion of the claim

Provider Options
Segregate 340B purchases and not bill
Medicaid 340B drugs
Bill 340B drugs and identify NDCs as
required by the State
Not bill drugs at all
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Medicare Crossover and PhysicianAdministered Drugs (Cont)
Claims Submission
Electronic 837P and 837I loop 2400 allows for
NDC and quantity
Medicare carriers and fiscal intermediaries
were not capturing the NDCs on the CMS
1500 and UB 04
Effective April 1, 2008 carriers are now able to
capture NDCs on CMS 1500 (CR 5835)
Effective October 1, 2008 fiscal intermediaries
are able to capture NDCs on UB 04 (CR
5950)
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Authorized Generics
Any drug sold, licensed or marketed
under an NDA approved by the FDA
… and marketed under a different
labeler code, product code, trade
name, trademark or packaging than
the brand drug.
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Authorized Generics

Federal Upper Limits

Inclusion of authorized generic drugs
in AMP - A manufacturer holding title
to the original NDA of the authorized
generic drug must include sales of
this drug in its AMP only when such
drugs are being sold by the
manufacturer holding title to the
original NDA directly to a wholesaler.

Section 203 of the Medicare Improvement
for Patients and Provider Act (MIPPA)
delayed the public posting of AMPs and the
implementation of the DRA FUL until Oct 1,
2009.
MIPAA allowed for the continuing posting of
FULs using the original methodology.
However, court ordered temporary
injunction is still in place.
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Drug Utilization Review
DUR

E-Prescribing

Section 1927(g) of the Social Security Act
and CFR 456.700 requires States to
implement DUR programs.
CMS is currently reviewing FFY 2007 State
annual DUR reports.
Changes will be made to the annual report
and reviewer instructions.
CMS is planning to post on the CMS
website DUR summaries and States’ best
practices.

E-Prescribing is becoming an accepted
vehicle for prescription processing.
NCPDP is setting E-prescribing standards
NCPDP/CMS is working toward a solution
to address the Medicaid “brand medically
necessary” requirement.
There may be a solution for Medicaid, “A
preauthorization module”.
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PROPOSED MEDICAID E-PRESCRIPTION PATHWAY

E-Prescribing and Medicaid

Rx Claim

Several States have been awarded
transformation grants to perform eprescribing initiatives.
Requires prescriber to have software to
both inquire to the Medicaid program
patient specific information, e.g., drug
history, preferred drugs, preauthorization
requirements, etc.
Enhanced funding is available to States for
development of MMIS portal or contractor
development for data exchange.
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MMIS
POS
Pharmacist

Rebate

Web Portal Rx
Hub / Surescripts

Dispense to Patient

E-prescription

Patient Inquiry

Physician’s Practice
Management Software

Physician & Patient
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APIs

Active Pharmaceutical Ingredients
APIs
What is a drug?
Section 201 (21 USC 321) Definition; under
(g)(1) the term ‘drug’ means … (B) articles
intended for use in the diagnosis, cure,
mitigation, treatment, or prevention of
disease in man … and (C) … (other than
food) (D) … a food or dietary supplement
for which a claim … is made … is not a
drug solely because the labeling contains
such a claim …

An API is a bulk drug substance,
which is defined by FDA as any
substance that is represented for use
in a drug and that, when used in a
manufacturing, processing, or
packaging of a drug, becomes an
active ingredient of the drug product
21 CFR section 207.3(a)(4).
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APIs
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HIPAA

APIs may be included in
extemporaneously compounded
prescriptions and may serve as the
active drug component in a
compound formulation.
FDA regulations at 21 CFR part 207
require that all API manufacturers
register with the FDA.

The Final Rule was published
January 16, 2009 for three HIPAA
standards.
X12 5010 for professional claims
NCPDP D.0 for pharmacy
New Medicaid Pharmacy Subrogation
version 3.0

A new ICD-10 expanded set of
diagnosis codes was adopted.
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SPAs
New electronic submission process is
being developed.

Medicare Part D

Documentation

Call Letter 2010

Public notice (if required)
Current and new SPA pages
Answers to funding questions
Supportive rationale for changes
90 day clock
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Medicare Part D
Call Letter 2010

FDA NDCs

March 30, 2009 Medicare Part D
published a call letter to PDPs for
policy changes to be implemented
calendar year 2010.
Of interest to Medicaid …

New prescription drug event (PDE)
edits for NDCs not listed on the FDA’s
NDC directory.
Part D will only pay for drugs
published on the FDAs NDC directory
by creating a “Non-Matched List”.

FDA NDCs
MTM
“LI-NET”
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Medication Therapy
Management (MTM) Changes

FDA NDCs
Beginning Jan 2010 claims will reject
unmatched NDCs.
Unmatched list was published in
Spring 2009 to manufacturers
allowing time for non-matched
products to be submitted for FDA
review.
The latest version of the NonMatched List will be published prior to
Jan 1, 2010.
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Low Income - Newly Eligible
Transition (LI-NET)

Voluntary to mandatory enrollment
with “opt-out” provision.
Reviews will be performed at least
quarterly.
$4,000 to $3,000 threshold for
enrollment.
Of 7 core disease states, PDPs
cannot require more than 3.
8 or more drugs to 2 - 8 drugs
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“Li-NET”

Retroactive auto-enrollment of full
benefit dual eligible individuals – a
demonstration “LI-NET”.
Newly eligible retroactive Medicare
duals will be assigned to Humana
(PDP).
All billing time limitations and preauthorization requirements will be
waived.

Enrollees will be assigned a new PDP
prospectively.
What are Medicaid’s options?
Bill Humana
Recoup from provider
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Medicare Part D &
Health Care Reform
May require drug manufacturers to
provide rebates for certain full
premium subsidy eligible individuals.
May eliminate coverage gap
May permit midyear changes in
enrollment for formulary changes
adversely impacting an enrollee.

Health Care Reform
Medicare Part D

31

32

Medicare Part D &
Health Care Reform
May eliminate Part D cost sharing (copays) for certain non-institutionalized
full benefit dual eligibles in 1915 or
1115 waivers.

Health Care Reform
Medicaid
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Medicaid & Health Care Reform
May change the calculation for FULs.
May have a new definition of retail
pharmacy.
May allow for new formulations of
marketed drugs to maintain original based
date AMP, e.g., extended release.
May increase the minimum rebate
percentage for single source drugs.
May include MCOs in rebate program.
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Closing Remarks
Every year there are new
challenges to Medicaid and
Pharmacy.
It is CMS’ intent to continue to work
collaboratively with States in
addressing the issues necessary to
serve the beneficiaries who need
pharmacy services.
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THANK YOU !
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