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- Background Paper -
Summary

According to the National Institute for Mental Health, suicide is the 11th leading cause of death in the United States.  Among adolescents and young adults it is the third leading cause of death.  The institute reports that in the year 2000 there were 29,350 people who took their own life, representing 1.2 percent of all deaths and substantially outnumbering deaths by homicide.

The use of antidepressant medication, specifically a class of drugs known as selective serotonin reuptake inhibitors (SSRI’s), has increased significantly in recent years.  Some estimates place the number of SSRI prescriptions in the United States at 28 – 30 million.  However, questions have arisen as to whether in some cases, these antidepressants have increased suicidal tendencies in persons suffering from major depression. 

In June of 2003 the British Medicines and Healthcare Products Regulatory Agency issued the first warning regarding the use of SSRI’s in children and adolescents.  In December of the same year, the agency announced that with the exception of Prozac, the risks of treating depressive illness with SSRI’s in those under 18 outweigh the benefits.

On February 4 of this year, the United States Food and Drug Administration held a hearing to discuss reports of the occurrence of suicidality in clinical trials for various antidepressants used to treat persons suffering from major depressive disorder.  As a result of the testimony given at this hearing, the FDA issued a Public Health Advisory regarding SSRI’s.  The FDA asked manufacturers of these drugs to include a warning statement recommending close observation of patients for worsening depression or suicidality.  The FDA also formed a Suicidology Classification Project to create uniform definitions and guidelines to improve future research on suicide.

Introduction

The National Mental Health Association estimated that 19 million Americans over the age of 18 (9.5 percent of the population) suffered from a depressive disorder in 1999.  According to the Food and Drug Administration (FDA), approximately 11 million prescriptions for SSRIs and other newer antidepressants for the treatment of depression and other ailments were written in 2002.  California represents approximately 12 percent of the U.S. population; therefore one could make a general estimate that 2.25 million Californians suffer from a depressive disorder and that about 1.3 million Californians are being treated with an antidepressant medication.

Even though this is a large number of persons, there are no standardized treatment protocols for physicians prescribing SSRIs such as recommending the frequency of visits during initiation, change of dosage, and withdrawal.  Physicians prescribing SSRIs are not required to obtain a written statement documenting informed consent acknowledging that a conversation about the risks and benefits of beginning treatment, changing the dosage, or stopping treatment took place.  Yet, there is some precedent: physicians, for example, must obtain a written statement documenting informed consent that warns of the possibility of depression or suicide before a patient commences treatment with Accutane, an acne medication that allegedly increases the risk of suicide ideation.

On March 22, 2004, following heated hearings, the FDA issued a Public Health Advisory, asking manufacturers of several antidepressants to include in their labeling a warning statement that recommends close observation of adult and pediatric patients for worsening depression or the emergence of suicidality.

On June 2, 2004, the State of New York sued GlaxoSmithKline, the maker of the SSRI drug Paxil, for consumer fraud, alleging that the manufacturer concealed and otherwise failed to disclose to physicians information in its control concerning the safety and efficacy of Paxil for children and adolescents with Major Depressive Disorder (MDD).

This hearing is being held to discuss the extent of the evidence that there are links between anti-depressants and suicide, to discuss best practice methods available to disseminate warning information to health care practitioners, consumers, and families, and to ask how California’s primary health care delivery system can integrate its efforts with mental health professionals and other allied health professionals to prevent suicide.

Background

According to the United States Surgeon General, suicide is an urgent public health problem, the ninth leading cause of death in the United States.  In 1996, 31,000 Americans died by suicide,  more than twice as many as the number of homicides in the United States during that same year.

Added to the direct loss of those who die by suicide is the trauma for millions of Americans who experience a loss of someone close to them by suicide.  In addition, 500,000 people require emergency room treatment as a result of a suicide attempt each year.  While suicide is clearly a crisis amongst the young, ranking as the third leading cause of death of 15-24-year-olds, it is increasingly being seen as a significant public health crisis in the elderly population.

We know that half of those individuals who need mental health treatment are not being treated for mental illness.  Experts blame such factors as stigma and lack of access to care as leading causes for failure to treat.  Moreover, there are often significant delays in obtaining treatment from a qualified mental health professional.  Increasingly, primary care physicians and emergency room physicians are treating depressive disorders with SSRIs, often referring patients to mental health professionals for follow-up and supervision, but not always.

Many health care practitioners and family members credit the well-being of their loved ones to the SSRIs.  Indeed, many academicians credit the use of SSRIs for what appears to be a flattening out of the trend of adolescent suicide.  According to a research review published in the Journal of General Hospital Psychiatry, “The efficacy and effectiveness of antidepressant pharmacotherapy for major depressive episodes is established beyond any reasonable doubt,” (G.E. Simon, 2002).  

Conversely, some academicians warn that particularly under the managed care setting, many doctors working under difficult time pressures, find themselves compelled to prescribe SSRIs without undertaking a thorough review of their patient’s symptoms and history and without the time to provide close supervision during initiation.  
In a recent article published in the Journal of the American Medical Association on July 21, 2004, researchers acknowledged that though there was no statistical increase in suicides over the entire course of treatment due to SSRIs, there was a “significantly higher risk of suicide and suicidal thoughts for all the drugs during the first nine days of treatment.”  The article went on to indicate that compared to patients who had been on the drugs for more than three months, those starting treatment were four times more likely to think about suicide and 38 times more likely to commit suicide.

Legitimate concerns exist about the appropriate role of state policy-makers in protecting its residents.  As mentioned, the State of New York has recently filed suit against the manufacturer of Paxil and bases much of its case on the manufacturer’s failure to disclose relevant information to physicians so that physicians can make an informed decision as to treatment options for depressive disorder.  The New York State Attorney General reminded the court that the FDA does not regulate the practice of medicine; that in New York as in all other states, the regulation of the practice of medicine is solely the responsibility of the State.

The FDA has been on record both arguing against and for a presumption against preemption when a state attempts to protect its citizens’ health when regulated drugs and/or devices are involved.  The Senate Health and Human Services Committee and the California Task Force on Youth and Workplace Wellness plan to work with California licensed health care professionals and consumers to review the concerns raised in the FDA warnings and to determine whether California physicians have access to all of the information they need to make informed treatment decisions.
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