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Dear Senator Baucus: Downey, CA
. . Treasurer
The Academy of Managed Care Pharmacy (AMCP) styooigjects to Section 176 of g.E. EjGene) Reeder, RPh, PhD, FAMCP
cenda

S. 3101, the "Medicare Improvements for PatientsRwoviders Act of 2008" you Columbia. SC
introduced on June 6. The provision, “Formulary &egments with Respect to Certain
: ” ; Director
Cate_gorles or Classes of Drugs,” would requirebpartment of Health and Human =" Burke, RPh, FAMCP
Services: Coventry Health Care, Inc.
Kansas City, MO
* to identify classes of drugs used to treat majdif@threatening conditions Director
where access to multiple drugs in that class dumigue chemical actions and David L. Clark, BS Pharma, MBA

The Regence Gro
pharmacological effects is required Portlang orR "

- to require formularies of Medicare Part D drug p@onsors to include “all or oo, sones. Rh. J0. FAMCP
substantially all” drugs in the classes that aenitied Prescription Solutions
Irvine, CA
AMCP believes this provision would undermine therent process mandated by the Director
Medicare Modernization Act by which drugs are emsd for clinical effectiveness angopert MicManan, Pharmb, MBA
safety. We also believe this provision is unnemgsand inconsistent with the Rego Park, NY

competitive structure that forms the foundationthef Part D benefit. Director

Pete Penna, PharmD
AMCP is a national professional association of ptauists and other health care Formulary Resources, LLC
practitioners who serve society by the applicatibsound medication management e 'sland. WA
principles and strategies to improve health carafioThe Academy's 5,700 membersExecutive Director
develop and provide a diversified range of cliniealucational and business Judith A. Cahl, CEBS
management services and strategies on behalf ofitihe than 200 million Americans Alexandria, VA

covered by a managed care pharmacy benefit.

AMCP has been a strong advocate of the MedicatelParescription drug program
and its reliance on private sector plan sponsodeliver safe and effective medications
to beneficiaries. Most of the entities that quetifas Part D plan sponsors had many
years of experience in the delivery of commerciabdenefits using managed care
tools and principles.
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As a result, the competitive model that is the fitation for the Medicare drug benefit has provercessful in
providing improved access to medications and affokel premiums for beneficiaries. This approachléa@so a high
degree of beneficiary satisfaction and lower-thesjgeted program costs for the federal government.

Drug formularies are one of the principal toolsdugden organizations design a drug benefit. A fdary is a
continually updated list of medications which reganet the clinical judgments made by experts irdihgnosis and
treatment of disease. Decisions as to which dangs$ncluded on a formulary are made by a Pharrandy
Therapeutics (P&T) Committee, comprised of physisjgoharmacists and other health care professioitle
committee uses scientific evidence to evaluateallvelinical effectiveness and safety in order &etmine which
drugs meet the needs of the patient populatiorgtenved by the plan. Due to the vast array ofjslan the market,
the continuous introduction of new drugs, and ttiermation learned about drugs after they are dyoadhilable to
the general population, a drug formulary is a dyiwaand continually changing document.

Congressional action would undermine and politicize what is currently an evidence-based drug evaluation
processunder Part D

The current statutory and regulatory frameworktlf@ Part D formulary decision-making process uraemn by Part D
prescription drug plan sponsors is responsive tb bleanging individual beneficiary needs and evajvinedication
therapy. It requires that decisions be based emstilength of scientific evidence and standargsadtice, including
assessing peer-reviewed medical literature. Casgreal action that requires that a regulatory gsede established
that would lead to specific drugs being includedPamt D formularies undermines the ability of Hagplans to
evaluate the clinical effectiveness and safetyookced drugs though their formulary P&T committeegess. It
would substitute an approach that arbitrarily ides all drugs in a class notwithstanding a deteatitin as to the
effectiveness or safety of individual drugs withiglass which could place beneficiaries at asll would therefore be
a serious mistake.

Congressional action to establish such a procdsalmiost certainly result in organizations andeneist groups
lobbying as to why drugs in therapeutic or disestiage categories are deserving of mandatory iranusi Part D
formularies We believe the result will be advocacy that mrenlikely to be based on political and grassroots
initiatives than on clinical, evidence-based coesations despite the criteria stated in Section 176

Congressional action isnot necessary

CMS has determined that it has the same or similtority for formulary inclusion under existingMahat the
provision would provide.One of the regulatory guidances issued by thaeC&ifor Medicare and Medicaid Services
(CMS) when the Part D benefit was initially implemed in January 2006 required all Part D plan fdames to
include “all or substantially all” drugs in six spied therapeutic classes (anticonvulsants, aoplastics,
antiretrovirals, antidepressants, antipsychoticsianmunosuppresessants). The requirement establlshthis
guidance has been retained and could be expandedtocted according to CMS thus, Congression@basevould
appear to provide no additional protection to beeies

Current law gives Part D plans flexibility to deopland manage drug formularies for their enrolkégect to the
statute and regulatory guidelines issued by CM&h & the guidance referenced above. In-deptbwswvif each drug
plan’s formulary are conducted annually by CMSdsuae statutory and regulatory compliance.

Another reason as to why Congressional actiontisiacessary is that there are procedures (the fagee
determination” process) in place under currentd@signed to ensure that beneficiaries have acoesmtformulary
medicationsf it can be demonstrated that a formulary medbeats not appropriate or effective for the benefig.
The law provides specific requirements for thigriatary exceptions process in order to ensure thiatformulary
medications are made available to the beneficiag/timely manner.




Congressional action would be inconsistent with the competitive structure of the Part D program

Establishment of a regulatory process to identifygcclasses where all or substantially all drugbiwia therapeutic
category would have to be included on Part D foemas_ would impose mandatory national uniformityagprogram
built on the premise of encouraging competition

Given the importance of the formulary decision mgkprocess as a component of a Part D plan’s hetesfign, we
believe action by Congress mandating that a regylqirocess be established that would requiregbetific drugs be
included on a Part D formulary would limit the costiive foundation of the Part D benedihd has the potential to
undermine its long term financial sustainability

The ability of Part D plans to negotiate favoratiieing would be compromised with respect to thassses or
categories that would be identified under suchgalsgory processA manufacturer that has a drug in a class thegtm
include all or substantially all drugs is essehtigbaranteed formulary placement and thereforditilesincentive to
negotiate price.

We urge the Members of the Senate to reject ttabksttment of a requirement that CMS establishyaletory
process for the purpose of identifying therapecitisses of drugs for which Part D formularies wdwage to include
“all or substantially all” drugs.

Should you have any questions regarding our viawgigh additional information, please contact mé/aB) 683-
84160r jcahill@amcp.org

Sincerely,

Judith A. Cahill
Executive Director



