

DRAFT 07/11/01


[image: image1.wmf]
Access to Medications

New Strategies from the 2001 Session

Overview

Advocates face a growing field of legislation seeking to restrict access to medications for Medicaid beneficiaries. Responding to growing budget deficit projections and analysis of the growing expenditures on prescription drugs within the Medicaid program, states have explored establishing closed formularies, implementing new or expanded prior authorization requirements, and creating Pharmacy & Therapeutics Committees, the advisory bodies that recommend which medications should be included in or excluded from a Medicaid formulary. 

As mental health advocates, we know how important access to new, more effective medication is to recovery for many people living with mental illnesses. Through our efforts, policymakers are becoming increasingly aware that medications play an important role in the treatment of mental illnesses, and that restrictions on access can lead to higher healthcare costs.  Our most important task as advocates is relaying that message to policymakers in a loud and clear way.

While not comprehensive, this document offers three examples of legislative language used by advocates to combat individual state efforts to restrict access to medications in 2001. Combined with case studies and tools in the National Mental Health Association publication Pennywise & Pound Foolish, this resource offers additional support to advocates for future legislative sessions.

Preventing Restrictions on Medication Access

Anticipating state efforts to impose a restrictive formulary on the Indiana Medicaid program, advocates sought the following language to prevent the application of restrictive requirements to psychotropic medications for a two-year period, thus allowing for further education of policymakers.  Although this bill (SB 471) won overwhelming legislative support, the Governor ultimately vetoed it.  The state is now seeking input from the Mental Health Association of Indiana during the promulgation of regulations to ensure that cost-saving policies do not adversely affect access to medications for treatment of mental illness.

Indiana Language

SECTION 1. IC 12-15-26-3 IS ADDED TO THE INDIANA CODE AS A NEW SECTION TO READ AS FOLLOWS 
Sec. 3 (a) A recipient under the Medicaid program may not be denied access to or restricted in the use of a prescription drug for the treatment of a mental illness.

(b) This section expires December 31, 2002.

SECTION 2. IC 12-15-26-4 IS ADDED TO THE INDIANA CODE AS A NEW SECTION TO READ AS FOLLOWS

Sec. 4 (a) The office and any entity that provides prescription drugs to a Medicaid recipient shall make available to Medicaid recipients prescription drugs that are used for the treatment of mental illness without any restrictions or limitations, including prior authorization, when the prescription drug is used for the treatment of mental illness.

(b) This section expires December 31, 2002.
Exempting Mental Health Medications from a Restrictive Formulary

For nearly a decade, the Mental Health Associations of Florida had joined with other state advocates to educate lawmakers about the importance of open access and rebuff repeated efforts by the Medicaid agency to implement a closed formulary.  In 2001, however, legislators faced formidable pressure from the Governor’s office to control Medicaid costs and achieve budget savings by implementing a restrictive formulary. Florida advocates achieved a partial victory by including language in SB 792 that exempts several categories of medications from the formulary, including mental health medications.  

As advocates, our opposition to the creation of formularies in general, and restrictions on new mental health medications in particular, remains constant.  This language is included as a model to be used only when all other efforts to prevent a restrictive formulary from being implemented have failed.  

The Florida scenario illustrates the importance of working in broad coalitions. To support coalition efforts, NMHA offered training and support to a wide variety of consumer advocacy and voluntary health organizations representing people living with HIV/AIDS, Alzheimer’s disease and other disease states, and to other associations representing vulnerable populations.

Florida Language

Section 8. Section 409.91195 Florida Statutes is amended to read:…

(4) Upon recommendation of the Medicaid Pharmaceutical and Therapeutics Committee the agency shall adopt a preferred drug list. To the extent feasible, the committee shall review all drug classes included in the formulary at least every 12 months, and may recommend additions to and deletions from the formulary, such that the formulary provides for medically appropriate drug therapies for Medicaid patients, which achieve cost savings contained in the General Appropriations Act…

5) Except for mental health-related drugs, anti-retroviral drugs, and drugs for nursing home residents and other institutional residents, reimbursement of drugs not included in the formulary is subject to prior authorization in the Medicaid program…

8) Until the Medicaid Pharmaceutical and Therapeutics Committee is appointed and a preferred drug list adopted by the agency, the agency shall use the existing voluntary preferred drug list adopted pursuant to Chapter 2000-367, Section 72, Laws of Florida. Drugs not listed on the voluntary preferred drug list will require prior authorization by the agency or its contractor.

(9) The Medicaid Pharmaceutical and Therapeutics Committee shall develop its preferred drug list recommendations by considering the clinical efficacy, safety, and cost effectiveness of a product. When the preferred drug formulary is adopted by the agency, if a product on the formulary is one of the first four brand-name drugs used by a recipient in a month the drug shall not require prior authorization.

(10) The Medicaid Pharmaceutical and Therapeutics Committee may also make recommendations to the agency regarding the prior authorization of any prescribed drug covered by Medicaid. 

Influencing the Creation of a Pharmacy & Therapeutics Committee

Pharmacy & Therapeutics (P&T) Committees are often part of a larger strategy to limit access through the use of formularies and prior authorization.  As a first line of defense, advocates therefore seek to oppose creation of these committees and their restrictive policies. 
Facing an effort by the Governor to establish a P&T Committee, advocates in New York employed the following language developed by advocates in Florida to influence the scope and operation of such a committee.  The New York language was developed for an NMHA policy training conducted in Albany in 2001.  Following the training, the Mental Health Association of New York State hs conducted a series of regional trainings to develop grassroots support for open access across disability and disease states.

Useful to advocates facing creation of a similar entity, this language seeks to minimize coercion, create a consumer voice in the process, and promote decision-making based on efficacy as opposed to cost.

New York Language

Suggested format for a State Pharmacy & Therapeutics Committee/Due Process System

· When a state implements a restricted formulary, a prior authorization program for prescriptions and a P & T Committee must meet the federal requirements found in 42 USC Sec. 1396r-8.

· Each therapeutic drug class/subclass included in the formulary shall contain sufficient variety and number of agents reflective of current utilization patterns and therapeutic/clinical targets necessary for the needs of an ethnically diverse, elderly, co-morbid and medically complex population.  

· The committee shall review the list of medications on the formulary every six (6) months and make recommendations for additions/deletions or modifications specific to the population based on clinical literature/studies.

· The Medicaid agency shall engage independent academic/clinical experts to review administrative decision-making procedures and conduct outcomes based evaluations on affected patients at least annually and present its findings and recommendations to the Medicaid Agency and the Legislature.  

· The P & T Committee shall be comprised of nine members and appointed by the Governor as specified in 42 U.S.C. s. 11396 – (1) practicing licensed physician, board certified in geriatrics, recommended by the state Medical Association, (1) practicing licensed physician recommended by the state Osteopathic Medical Association, (1) practicing licensed physician recommended by the state Academy of Family Physicians, (1) practicing licensed physician recommended from the state Pediatric Society, (1) practicing licensed physician recommended from the state OB/GYN Society, (1) practicing licensed dentist recommended by the state Dental Association, (1) practicing licensed pharmacist recommended by the state Pharmacy Association, (1) practicing licensed pharmacist, BCPS certified in pharmacotherapy recommended by the state Society of Health System Pharmacists, and (1) health care consumer recommended by the Pharmaceutical Research and Manufacturers of America.  

· The Committee shall meet at least quarterly and all notices of meetings shall be published in accordance with the State’s Administrative Procedures.

· The Committee shall have power to: advise and make recommendations regarding rules to be promulgated by the Medicaid Agency regarding outpatient prescription prior authorization; oversee implementation of a drug PA program; review drugs placed on the formulary every six (6) months; modify the PA review process as necessary to achieve the objectives of this act.  

· The Committee shall require that such a proposal include the requirements that a response to a PA request is received within 24 hours and that an emergency 72-hour supply of drugs is provided if the request cannot be answered within 24 hours of the request.

· A twelve (12) month authorization shall be granted if the drug is prescribed for a medically accepted use supported by either compendia, approved product labeling or peer-reviewed literature unless there is a therapeutically equivalent generic drug that is available without PA.  

· No drug can be placed on PA unless the following conditions are met: Analysis of DUR data/criteria questioning medical appropriateness/necessity or adverse outcomes; impact on patient care and fiscal impact that may result if drug is PA; notice of meetings of Committee prior to consideration of placement on PA, and publication of proposed PA criteria specific to any drug under consideration; any interested party may request to make oral comments/presentation related to PA and/or proposed PA criteria of the drug being considered; Committee shall make written recommendations to the Medicaid Agency that such drug(s) be placed on PA supported by analysis of DUR data demonstrating (a) impact on clinical care (b) impact on physicians whose patients require the drug (c) impact on medical assistance program (d) established national treatment guidelines and/or specific protocol criteria that may be applied for each drug recommended.

· The Medicaid Agency’s decision shall be published for comment for a period of no less than 30 days.  The final decision shall be available to prescribers.

· No drug shall be recommended to require PA or placed on PA, which has been approved or had any of its particular uses approved by the FDA under a priority review classification.

· A grievance process for appeals of the Medicaid Agency’s decision to place a drug on PA shall be developed by the Committee.

· Outside of the work of the P & T Committee, the State is authorized to negotiate with manufacturers for value added programs that will benefit the Medicaid program through goods and services.  Agreements shall be confidential with the Medicaid Agency. 

Additional Resources

For more information about the cases outlined in this document or additional resources on this issue, please contact the National Mental Health Association Advocacy Resource Center at 1-800-969-6642 (Option 6) or shcrinfo@nmha.org.

“A recipient under the Medicaid program may not be denied access to or restricted in the use of a prescription drug for the treatment of a mental illness.”              Indiana S.B. 471
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“Except for mental health-related drugs, anti-retroviral drugs, and drugs for nursing home residents and other institutional residents, reimbursement of drugs not included in the formulary is subject to prior authorization in the Medicaid program…”


Florida S.B. 792








Regarding P&T Committees, we seek to minimize coercion, create a consumer voice in the process, and promote decision-making based on efficacy as opposed to cost.
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