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Key Issues

The pace of innovation in psychotropic drugs has been stunning over the past 15 years. There have been nine new antidepressant agents approved since 1988 (in the SSRI, SNRI and multiple pathway categories) and five new anti-psychotic drugs known as "atypical anti-psychotic agents."  The clinical advantages of these new agents are impressive. The new agents for treating anxiety, depression and schizophrenia offer greater user friendliness for consumers and physicians alike. They have also provided efficacy advances in the treatment of anxiety disorder and refractory schizophrenia. 

Just as impressive as scientific advances have been the unprecedented increases in spending on prescription drugs in general and psychotropic medications specifically. Multiple years of cost increases in excess of 16% per annum for prescription drugs have put on the front page of newspapers what was once an ignored component of health care. Leading the way in expenditure increases have been psychotropic drugs. These trends have been driven by scientific advance, the expansion of insurance coverage, growth of managed care, and a greater willingness of physicians to make pharmacotherapies a central component of treatment for mental disorders.

Suddenly psychotropic medications are playing a more central role in treatment and are receiving close scrutiny from health insurers, state budget makers and ordinary citizens. Public policy actions regarding prescription drugs have the potential to significantly affect clinical care, the costs of care to individuals and society at large, and the prospects for future scientific advances and investment in drug development. Continued research is essential to build on recent advances to develop new agents that are safer, more effective, and produce faster remissions and even cures.

Policy Concerns


Policy makers have focused their concerns about psychotropic medications on access, cost, and quality.  Access is a concern for several reasons. First, some insurance plans do not cover medications; others only cover some of the psychoactive medications or restrict access by other mechanisms.  Second, future generations of individuals with mental disorder may not have access to much-needed, newer, and superior agents if research and development (R&D) do not continue.  Finally, some population sub-groups have problems with access and quality because little is known about the effects of some medications on them.  This is particularly true for children and adolescents, who have experienced dramatic increases in the use of psychotropic medications.  In sum, policy makers want to control costs without creating disincentives for quality care or research and development.

Policy Options
The Sub-Committee on Evidence-Based Practices recommends the following four policy options for consideration:

1. Employ Cost Saving Strategies that Preserve Patient Choice and R&D Incentives
State and federal policy makers must exercise great care in their efforts to redesign Medicaid payment and procurement methods. Specifically, an overly aggressive approach to setting reimbursement levels and formulary design in the context of the Medicaid program risks damaging R&D for anti-psychotic agents and other drugs where Medicaid is a major buyer. Medicaid should use current mechanisms of Drug Utilization Review (DUR) and newer, more clinically sensitive methods of DUR should be developed.  Meanwhile, payment and management policies that promote the use of generic products, when they are available, hold great promise for realizing savings without significantly harming R&D incentives or patient and provider choice of pharmaceutical agents.

2. Include Prescription Drug Coverage to Facilitate Cost-Effective Evidence-Based 
Treatment
Prescription drugs play a central role in the modern treatment of mental disorders. Psychotropic drugs are critical elements of care for the most disabling mental disorders. Health insurance programs that do not cover prescription drugs pose barriers to implementing evidence-based treatment of most mental disorders. Thus, modern health insurance plans will facilitate providing cost-effective evidence-based treatments by including prescription drug coverage.  

3. Restructure Managed Care Contracts for Greater Coordination and Accountability 
The mental health delivery system has historically been fragmented. In recent years new institutions have emerged to manage the delivery of services in Medicaid and private insurance, managed behavioral health care carve-outs. These organizations have been quite successful in containing costs of inpatient and outpatient services, yet they are not responsible for prescription drugs utilization and spending in the context of mental health care. Under managed care contracts psychotropic drugs are typically not the financial responsibility of the carve-out.  Such arrangements serve to potentially distort clinical choices. For this reason we recommend that payment programs consider restructuring managed care contracts so as to establish some coordination and accountability (and possibly a financial stake) for the quality and costs of treatments involving psychotropic medications.

4. Address Knowledge Gaps in Medication Policy
The Sub-Committee has identified several significant gaps in knowledge related to medication policy:

a. There is limited knowledge on the long-term clinical and economic effects of using psychotropic medications.  Long term systematic evaluation of drugs used for continuation and maintenance treatment is not required for FDA approval.  A sustained program of research on the long-term impacts on consumers of these drugs is recommended.  The NIMH is well situated to lead such an effort.


b. Knowledge of drug effects is also limited on certain special populations, based on culture, medical co-morbidities, and age.  Of particular concern is the limited evidence about psychopharmacology in children and how to interpret recent dramatic increases in medication use in this younger age group.  The Sub-Committee recommends a national initiative involving federal, state and private research and regulatory agencies to improve the quality of care involving medication use in children.  The Sub-Committee recognizes the special problems with the current process of drug development, research and regulation of medications for children. 
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